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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

FOOD,  DRUG,  AND  COSMETIC  PRODUCTS 
Warning  Statements 

The  Commissioner  of  Food  and  Drugs 
Is  establishing  required  warnings  for  cer¬ 
tain  food,  drug,  and  cosmetic  products. 
Products  packaged  in  self -pressurized 
containers  are  required  to  bear  warnings 
to  ensure  their  safe  use  and  storage. 
Aerosol  products  containing  halocarbon 
or  hydrocarbon  propellants  are  required 
to  bear  warnings  against  the  dangers  of 
deliberate  concentration  and  inhalation. 
•  Cosmetic  products  whose  safety  has  not 
been  adequately  substantiated  are  re¬ 
quired  to  warn  of  that  fact  on  the  label. 

In  a  notice  published  in  the  Federal 
Register  of  March  7,  1973  (38  FR  6191), 
the  Commissioner  proposed  amendments 
to  Parts  1  and  131  (Part  131  since  repub¬ 
lished  as  Part  369  in  the  Federal  Regis¬ 
ter  of  March  29,  1974  (39  FR  11680)), 
and  a  new  Part  176,  now  redesignated  as 
new  Part  740,  regarding  warning  state¬ 
ments  on  the  labels  of  food,  over-the- 
counter  drugs,  and  cosmetics.  Specific 
warnings  were  proposed  for  products 
packaged  in  aerosol  containers. 

Twenty-seven  comments  were  received 
in  response  to  the  proposal.  Ten  com¬ 
ments  opposed  the  proposal.  Three 
comments  endorsed  the  proposal;  two 
suggested  modification.  Twelve  com¬ 
ments  expressed  neither  endorsement 
nor  opposition,  but  requested  clarifica¬ 
tion,  exemptions,  or  additional  require¬ 
ments.  Two  comments  urged  that  all  aer¬ 
osol  products  be  banned. 

1.  Several  comments  questioned  the 
legality  of  the  proposal,  asserting  that 
there  is  no  statutory  authority  for  the 
proposed  provisions  in  the  Federal  Food, 
Drug,  and  Cosmetic  Act.  The  comments 
argued  that  there  is  no  indication  in  the 
legislative  history  or  elsewhere  that  Con¬ 
gress  intended  to  grant  general  authority 
to  promulgate  substantive  regulations. 

The  Commissioner  concludes  that  there 
is  ample  authority  for  the  establishment 
of  warning  statements  as  proposed.  These 
regulations  are  intended  to  provide  the 
consumer  with  adequate  warning  against 
possible  hazards  associated  with  the  use 
of  food,  drugs,  and  cosmetics.  Regarding 
the  Food  and  Drug  Administration’s  au¬ 
thority  under  section  701(a)  of  the  act, 
the  Commissioner  concludes  that  it  au¬ 
thorizes  promulgation  of  substantive  reg¬ 
ulations.  The  Supreme  Court  recently  re¬ 
iterated  its  earlier  holdings  that  similar 
language  in  other  statutes  grants  broad 
authority  to  issue  regulations  reasonably 
'  related  to  the  purposes  of  the  legislation. 
(See  Mourning  v.  Family  Publications 
Service,  Inc.,  411  U.S.  356  (1973) ;  see  also 
National  Petroleum  Refiners  Association 
v.  F.T.C.,  482  F.2d  672  (D.C.  Cir.  1973) .) 
The  application  of  this  general  rule  to 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  is  indicated  by  decisions  that  have 
upheld  regulations  Issued  under  the  au¬ 
thority  of  section  701(a).  (See,  e.g., 
Weinberger  v.  Hynson,  Westcott  &  Dun¬ 


ning,  Inc.,  412  U.S.  609  (1973) ;  National 
Nutritional  Foods  Ass’n  v.  Weinberger, 
No.  74-1738  (2d  Cir.,  Feb.  3,  1975) ;  Ciba- 
Geigy  Corp.  v.  Richardson,  446  F.2d  466 
(2d  Cir.  1971).) 

2.  One  comment  contended  that  there 
was  no  authority  under  the  Federal  Haz¬ 
ardous  Substances  Act  to  require  warn¬ 
ings  on  foods,  drugs,  and  cosmetics. 

The  Commissioner  advises  that  the 
warnings  required  in  these  regulations 
are  issued  under  authority  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  and 
not  under  authority  of  the  Federal  Haz¬ 
ardous  Substances  Act. 

3.  Several  comments  questioned  the 
legal  basis  for  the  application  of  section 
201  (n)  of  the  act  to  the  establishment 
of  a  warning  against  deliberate  misuse 
of  a  commodity,  on  the  ground  that  sec¬ 
tion  201  (n)  refers  to  those  uses  of  an 
article  that  are  prescribed  in  the  label¬ 
ing.  or  w  hich  are  customary  or  usual. 

The  Commissioner  concludes  that  sec¬ 
tion  201  (n)  of  the  act  applies  in  those 
situations  where  abuse  has  become  suf¬ 
ficiently  frequent  to  constitute  a  hazard 
of  widespread  public  concern.  Section 
201  (n)  of  the  act  is  applicable  to  require 
affirmative  disclosures  in  the  light  of 
representations  and  also  to  reveal  con¬ 
sequences  of  customary  or  unusual  con¬ 
ditions  of  use.  The  very  act  of  represent¬ 
ing  a  product  for  food,  drug,  or  cosmetic 
use  constitutes  an  inherent  implied  rep¬ 
resentation  of  its  safety.  Warnings  to 
ensure  safe  use  are  therefore  within  the 
scope  of  section  201  (n)  of  the  act.  More¬ 
over,  the  customary  or  usual  conditions 
of  use  of  such  products  often  involve 
little  or  no  protection  against  their  mis¬ 
use.  where  no  warning  exists.  Accord¬ 
ingly,  section  201  (n)  of  the  act  is 
applicable  to  assure  that  consumers  will 
understand,  and  guard  against,  the  po¬ 
tential  consequences  of  inadvertent  mis¬ 
use  under  conditions  of  such  customary 
or  usual  conditions  of  use.  In  addition, 
the  Commissioner  advises  that  “condi¬ 
tions  of  use”  is  not  a  narrow  term  limited 
to  the  active  handling,  operation,  and 
application  of  a  product,  but  rather  in¬ 
cludes  the  entire  setting  and  circum¬ 
stances  in  which  a  product  is  used.  The 
usual  conditions  of  use  of  aerosol  prod¬ 
ucts  are,  that  one  purchased,  they  are 
freely  available  to  all  members  of  a 
household.  Thus,  warnings  against  mis¬ 
use  of  aerosol  products  may  alert  parents 
of  adolescent  children  to  take  precau¬ 
tions  to  ensure  that  such  products  in  the 
household  are  not  misused.  Information 
on  public  display  in  the  office  of  the 
Hearing  Clerk,  Food  and  Drug  Adminis¬ 
tration,  Rm.  ^-65,  5600  Fishers  Lane, 
Rockville,  MD  20852  amply  documents 
the  hazards  from  such  products. 

The  availability  of  section  201  (n)  of 
the  act  to  require  an  explicit  warning 
against  misuse  was  upheld  in  United 
States  v.  12  Bottles  of  Esterex  (E.D.  Mo. 
1946) ,  reported  in  V.  Kleinfeld  &  C.  Dunn, 
Federal  Pood,  Drug  and  Cosmetic  Act 
1938-1949  at  523,  525.  The  court  held, 
“There  is  nothing  on  the  label  to  indi¬ 
cate  the  monochloracetlc  acid  Is  poison¬ 
ous,  and  the  label  does  not  sufficiently 


caution  the  careless,  the  unthinking  or 
the  ignorant  of  the  fact  that  the  said 
article  contains  a  poisonous,  toxic  and 
caustic  substance.” 

4.  Two  comments  urged  that  all  aerosol 
products  be  banned  and  removed  from 
the  market.  It  was  argued  that  the  pro¬ 
posed  warning  statements  would  not 
protect  the  consumer  from  the  harmful 
ingredients  and  other  hazards  of  aerosol 
products.  One  comment  cited  twelve  ref¬ 
erences,  and  the  other  nine  references  in 
support  of  the  argument  that  aerosol 
products  should  be  banned.  Of  these 
twenty-one  references,  several  repre¬ 
sented  lay  publications  or  private  com¬ 
munications  expressing  unsubstantiated 
opinions  or  conclusions.  Five  references 
were  improperly  cited  and  could  not  be 
found. 

One  of  these  comments  argued  that 
experimental  evidence  with  regard  to  the 
long  term  effects  of  aerosol  products  was 
lacking  and  that  it  was  difficult  to  ob¬ 
tain.  It  Was  alleged  that  certain  aerosdl 
sprays  may  change  pulmonary  cells 
through  several  stages  to  precancerous 
conditions,  that  they  may  introduce  bac¬ 
teria  into  the  respiratory  tract  and  cause 
Infections,  and  that  particles  dispensed 
by  aerosol  products  can  pass  from  the 
alveoli  into  the  bloodstream.  The  com¬ 
ment  further  contended  that  the  propel¬ 
lant  from  hair  sprays  was  so  corrosive 
that  it  destroyed  the  heating  unit  of  a 
beauty  parlor  in  2  years,  that  the  hair 
spray  resin  could  deposit  on  the  surface 
of  the  bronchial  tree  and  was  implicated 
in  pulmonary  granulomatous  infiltration 
due  to  aerosol  thesaurosis,  and  that  the 
plasticizers  used  in  hair  sprays  had  a 
mutagenic,  teratogenic,  and  toxic  effect 
on  growing  cells.  With  regard  to  feminine 
deodorant  sprays,  It  was  asserted  that 
these  products  caused  vulvitis.  An  air 
freshener  was  said  to  affect  the  unborn. 
Finally,  the  comment  stated  that  high 
concentrations  of  aerosol  products  af¬ 
fected  the  tissues  of  the  eyes,  nose, 
throat,  and  lungs,  that  intentional  mis¬ 
use  caused  sudden  death  due  to  an  Ir¬ 
reversible  effect  on  the  heart,  and  that 
warning  labels  provided  little  protection 
in  these  instances. 

Arguments  in  the  second  comment 
urging  a  ban  on  aerosol  products  were 
in  many  ways  similar  to  the  allegations 
of  the  first  one,  particularly  with  regard 
to  the  cardiac  toxicity  of  the  propellants 
and  the  alleged  adverse  effects  of  hair 
sprays  on  the  pulmonary  system.  It  was 
further  stated  that  aerosol  products  are 
unsafe  for  people  who  were  likely  to  have 
heart  attacks  and  that  the  effect  on  the 
heart  may  be  related  to  a  reported  in¬ 
crease  in  the  heart  disease  rate  among 
women  under  the  age  of  45.  In  addition, 
the  comment  contended  that  people  be¬ 
come  sensitized  by  the  ingredients  of 
aerosol  products,  and  that  aerosol  in¬ 
halers  represented  a  serious  health  haz¬ 
ard  to  asthmatic  individuals.  The  com¬ 
ment  cited  references  alleging  increased 
death  rates  of  asthmatic  patients  due 
to  the  use  of  aerosol  Inhalers. 

The  Commissioner  points  out  that  the 
purpose  of  the  required  warning  state- 


FEDERAl  REGISTER,  VOL  40,  NO.  42— MONDAY,  MARCH  3,  1975 


ments  is  to  alert  the  consumer  to  the 
dangers  of  Improper  storage  and  dis¬ 
posal  of  food,  over-the-counter  drug,  and 
cosmetic  products  in  pressurized  aerosol 
containers  and  to  Inform  consumers  of 
certain  hazards  resulting  from  their  mis¬ 
use.  The  proposal  was  not  Intended  to 
deal  with  all  aspects  of  the  safety  of 
aerosols,  and  thus  these  comments  were 
beyond  its  scope.  Nevertheless,  the  Com¬ 
missioner  has  fully  evaluated  them  and 
concludes  that  at  this  time  there  are  not 
sufficient  scientific  data  demonstrating 
a  degree  of  health  hazard  to  justify  a 
total  ban  on  all  aerosol  products.  The 
Commissioner  agrees,  however,  that 
more  Information  is  needed  about  aero¬ 
sol  products,  particularly  the  long  term 
effects  of  their  use,  to  comprehend  more 
fully  every  aspect  of  the  safety  of  the 
various  types  of  aerosol  products,  and 
that  more  scientific  studies  need  to  be 
undertaken  to  obtain  this  information. 
If,  upon  the  accumulation  of  such  data, 
It  appears  that  all  aerosol  products  pose 
a  health  hazard,  appropriate  regulatory 
action  will  be  taken.  In  the  absence  of 
data  demonstrating  such  a  health  haz¬ 
ard,  any  regulatory  action  will  continue 
to  be  directed  toward  a  particular  pro¬ 
pellant,  propelled  substance,  or  product 
when  it  is  demonstrated  that  a  health 
hazard  exists.  For  example,  In  the.  Fed¬ 
eral  Register  of  August  26,  1974  (39  FR 
30830) ,  the  Commissioner  concluded  that 
there  were  sufficient  scientific  data  upon 
which  to  issue  a  final  order  prohibiting 
the  use  of  vinyl  chloride  in  cosmetic  aero¬ 
sol  products,  and  requiring  an  approved 
new  drug  application  for  any  drug  aero¬ 
sol  product  containing  vinyl  chloride. 

In  assessing  the  safety  of  aerosol  prod¬ 
ucts,  the  Commissioner  distinguishes  be¬ 
tween  proper  usage  and  misuse.  There  is 
no  doubt  that  deliberate  misuse  of  aerosol 
products  by  inhalation  has  resulted  in 
cardiotoxlcity  and  sudden  death.  Fur¬ 
ther,  there  is  no  dispute  that  the  pro¬ 
pellants  used  in  aerosol  products  are 
toxic  at  certain  concentrations.  There 
are  not  sufficient  data,  however,  to  show 
that  with  proper  use,  the  propellants  in 
aerosol  products  pose  a  degree  of  risk 
justifying  a  ban  on  all  aerosol  products. 

The  Commissioner  concludes  that  the 
contention  that  experimental  evidence 
for  long  term  effects  of  aerosol  spraying 
is  presently  lacking  and  that  it  will  be 
difficult  to  obtain  is  not  a  sufficient  rea¬ 
son  for  banning  all  aerosol  products. 
Such  regulatory  action  cannot  be  taken 
on  the  basis  that  the  information  is  diffi¬ 
cult  to  obtain.  In  connection  with  refer¬ 
ence  (1)  cited  in  support  of  this  conten¬ 
tion,  the  Commissioner  notes  that  signifi¬ 
cant  toxicological  data  on  aerosol  pro¬ 
pellants  were  available  even  at  the  time 
of  publication  of  that  reference.  Numer¬ 
ous  new  studies  concerning  the  safety 
of  aerosol  propellants  have  been  carried 
out  in  the  Intervening  years  and  a  con¬ 
siderable  amount  of  additional  toxi¬ 
cological  Information  has  been  accumu¬ 
lated  on  aerosol  propellants.  This  in¬ 
formation  Indicates  that  the  propellants 
studied  and  currently  being  used  in 
aerosol  products  do  not  appear  to  be 
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harmful  when  used  as  directed  and  need 
not  at  this  time  be  banned  from  the 
marketplace.  Several  documents  contain¬ 
ing  a  comprehensive  current  overview  of 
the  toxicology  of  aerosol  propellants  have 
been  placed  on  public  display  in  the  office 
of  the  Hearing  Clerk  (references  1,  2,  3) . 

The  Commissioner  notes  that  the  alle¬ 
gation  of  pulmonary  cell  changes  to  a 
precancerous  condition,  and  the  intro¬ 
duction  of  bacteria  into  the  respiratory 
system  through  contaminated  aerosol 
sprays,  were  observations  communicated 
by  a  single  Investigator  and  have  not 
been  confirmed  by  him  or  by  others 
through  controlled  studies  or  epidemio¬ 
logical  surveys.  Furthermore,  microbial 
contamination  of  aerosol  sprays  is  a 
highly  unlikely  possibility  because  of  the 
usual  inherent  sterility  of  these  products. 
The  propellant  and  most  base  ingredients 
generally  do  not  support  microbial 
growth. 

With  respect  to  the  statement  that 
aerosol  particles  can  pass  through  the 
alveolar  wall  into  the  bloodstream,  the 
Commissioner  is  aware  that  halocarbons 
and  soluble  substances  of  appropriate 
size  enter  the  bloodstream  when  inhaled. 
However,  in  studies,  inadvertent  inhala¬ 
tion  and  deliberate  inhalation  under 
proper  conditions  of  use  did  not  elicit 
any  clinically  adverse  effects  due  to  the 
propellants  at  the  levels  tested  (refer¬ 
ences  11, 12, 13, 14). 

With  regard  to  the  various  statements 
about  the  health  hazards  of  hair  sprays, 
the  Commissioner  notes  the  conclusion  of 
the  authors  of  reference  (4)  cited  in  the 
comment.  The  investigators  state  in  that 
paper  that  the  diagnosis  of  asymptomatic 
extensive  pulmonary  Infiltration  in  hair 
spray  users  as  thesaurosis  has  not  been 
confirmed  through  experimental  animal 
studies  or  human  observations. 

The  allegation  that  plasticizers  used  in 
hair  sprays  may  have  a  mutagenic,  tera¬ 
togenic,  or  cellular  toxic  effect  relates  to 
animal  Injection  and  tissue  culture 
studies  Involving  extraordinarily  high 
dose  levels  of  plasticizers,  which  are  in¬ 
appropriate  for  making  a  regulatory  de¬ 
cision  pertaining  to  these  aerosol  prod¬ 
ucts. 

The  Commissioner  notes  that  the  cor¬ 
rosive  action  of  propellants  on  a  beauty 
parlor  heating  unit  may  be  explained  by 
the  chemical  destruction  of  the  propel¬ 
lants  at  the  high  temperatures  encoun¬ 
tered  inside  such  heating  units.  The  de¬ 
composition  products  of  propellants  are 
corrosive  but  the  propellants  themselves 
are  not.  Consequently,  the  available 
evidence  does  not  support  the  contention 
in  the  comment  on  the  health  hazard  of  5 
to  23  parts  per  million  of  propellant. 

The  matter  of  adverse  reactions  asso¬ 
ciated  with  the  use  of  feminine  deodorant 
sprays  is  discussed  at  length  in  the  pre¬ 
amble  of  the  notice  in  the  Federal  Reg¬ 
ister  of  June  21,  1973  (38  FR  16236),  in 
which  the  Commissioner  proposed  label 
warning  statements  for  this  class  of  prod¬ 
ucts,  and  in  the  preamble  to  the  final  or¬ 
der  published  elsewhere  in  this  issue  of 
the  Federal  Register.  The  Commissioner 
concludes  that  the  warning  contained  in 
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that  final  order  should  greatly  reduce  the 
incidence  of  such  reactions. 

The  Commissioner  notes  that  the  re¬ 
port,  cited  in  a  comment,  cm  the  effect  of 
a  deodorant  on  unborn  puppies  related 
only  to  a  room  vaporizer  not  utilizing  pro¬ 
pellants.  The  Commissioner  is  not  aware 
of  any  scientific  study  indicating  any 
hazard  to  the  unborn  that  is  caused  by 
pressurized  aerosol  sprays. 

The  Commissioner  agrees  with  the 
comment  that  certain  aerosol  products 
may  affect  the  eyes,  nose,  throat,  and 
lungs,  particularly  when  present  at  high 
concentrations.  He  does  not  agree,  how¬ 
ever,  that  the  concentrations  of  the  pro¬ 
pellants  encountered  at  face  level  under 
the  conditions  shown  in  the  referenced 
table  provide  meaningful  evidence  In 
support  of  the  position  that  aerosols 
should  be  banned.  The  referenced  table 
of  propellant  concentrations  encountered 
at  face  level  demonstrates  that  the  levels 
of  acute  toxicity  cited  by  Aviado  and 
others  (references  1,  2,  3)  are  distinctly 
higher  than  the  normal  Inhalation  levels 
of  halocarbon  propellants  encountered 
with  proper  use  of  aerosol  products.  Fur¬ 
ther  studies  are  needed,  however,  to  dem¬ 
onstrate  what  effect  low  concentrations 
of  halocarbon  propellants  will  have  after 
continued  use. 

In  response  to  the  comment  on  the 
possible  danger  of  aerosol  products  to 
persons  likely  to  have  heart  attacks,  the 
Commissioner  has  reviewed  the  available 
evidence.  Although  there  are  animal  data 
demonstrating  an  increased  potential  for 
cardiac  toxicity  to  some  halocarbons  in 
cardiac  disease  models  as  compared  to 
normal  animals,  the  Commissioner  does 
not  agree  that  clinical  evidence  exists 
which  demonstrates  that  halocarbon 
propelled  aerosol  products,  when  used  as 
directed,  are  unsafe  for  people  with  car¬ 
diovascular  insufficiencies  (reference  11). 
The  Commissioner  recognizes,  however, 
that  certain  aerosol  drug  products,  such 
as  epinephrine  inhalation,  should  be 
used  with  great  caution  by  Individuals 
with  cardiovascular  disorders,  including 
coronary  insufficiency,  because  of  a  pro¬ 
pelled  drug  contained  in  the  aerosol 
product.  The  labeling  of  such  drug  prod¬ 
ucts  contains  a  warning  to  this  effect. 
There  is  no  scientific  basis  to  establish  a 
cause-effect  relationship  between  the 
reported  11  percent  increase  of  the  heart 
disease  rate  in  women  under  age  45  and 
the  acute  toxic  effects  of  aerosol  propel¬ 
lants  on  the  heart  at  the  high  experi¬ 
mental  concentrations  reported  by  some 
scientific  investigators. 

With  regard  to  the  argument  that  peo¬ 
ple  may  become  sensitized  to  the  in¬ 
gredients  of  aerosol  products,  the  Com¬ 
missioner  notes  that  the  author  of  the 
referenced  survey  paper  (reference  7) 
listed  certain  ingredients  of  drug,  cos¬ 
metic,  and  other  consumer  products  as 
well  as  certain  other  chemicals,  which 
have  been  reported  at  various  times,  and 
by  several  investigators  as  having  caused 
allergic  or  other  adverse  reactions.  Thus, 
these  reactions  were  not  necessarily 
related  to  the  use  of  these  substances  in 
an  aerosol  product. 
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The  Commissioner  agrees  that  in¬ 
gredients  that  are  proven  to  cause  sen¬ 
sitization  under  conditions  of  use  should 
not  be  used  in  consumer  products.  This 
policy  is  one  of  the  basic  principles  of 
the  Agency,  and  is  applied  by  the  Agency 
regardless  of  the  type  and  purpose  of 
use  of  the  ingredient  involved.  In  any 
event,  this  issue  is  not  unique  to  aerosol 
products  and  does  not  warrant  the  ban¬ 
ning  of  the  entire  product  class. 

The  Commissioner  is  aware  of  the 
studies  raising  the  issue  of  a  possible  cor¬ 
relation  between  an  increase  in  asthma 
mortality  in  Great  Britain  and  the  in¬ 
creased  use  of  aerosol  sympathomimetic 
bronchodilators.  However,  a  review  of 
the  cited  studies  (references  8,  9)  fails  to 
provide  substantial  evidence  that  this  in¬ 
crease  in  mortality  is  due  to  aerosol  bron- 
chodilator  use.  Other  investigations  have 
reported  that  proper  use  of  aerosol  in¬ 
halers  in  asthmatics  appears  to  offer  an 
adequate  margin  of  safety  (references  10, 
11). 

Accordingly,  the  Commissioner  is  un¬ 
aware  of  any  convincing  scientific  evi¬ 
dence  that  aerosol  products  as  a  class, 
and  because  of  their  aerosol  form,  pose  a 
degree  of  risk  justifying  a  ban  of  all 
aerosol  products.  Should  such  evidence 
become  available  in  the  future,  appro¬ 
priate  regulatory  action  will  promptly  be 
taken,  as  it  has  in  the  past.  The  Com¬ 
missioner’s  concern  for  these  products 
continues  and  is  manifested  through 
close  monitoring  of  the  literature  and 
support  for  studies  through  contracts. 

5.  Several  comments  were  received  ex¬ 
pressing  preference  for  one  of  the  two 
proposed  warning  statements,  i.e.,  “Do 
not  inhale  directly,  deliberate  inhalation 
of  contents  can  cause  death”  and  “Use 
only  as  directed.  Intentional  misuse  by 
deliberately  concentrating  and  inhaling 
the  contents  can  be  harmful  or  fatal.” 
Comments  generally  favored  the  second 
warning.  Some  comments  were  opposed 
to  any  precise  warning. 

The  comments  opposing  the  warning 
“Do  not  inhale  directly,  deliberate  in¬ 
halation  of  contents  can  cause  death” 
argued  that  the  statement  did  not  con¬ 
vey  to  the  consumer  that  the  hazard 
results  from  the  Intentional  misuse  of 
the  aerosol  product,  l.e.,  intentional  con¬ 
centration  and  inhalation  of  the  propel¬ 
lant.  It  was  also  contended  that  the 
warning  was  directed  also  against  un¬ 
avoidable  inhalation  of  the  propellant, 
which  may  occur  during  proper  use  of 
the  product.  Those  comments  that  were 
opposed  to  the  first  as  well  as  the  second 
warning  argued  that  the  second  warning 
could  also  be  interpreted  as  a  warning 
against  the  intended  use,  or  that  the 
term  “concentrating  and  inhaling” 
warned  against  some  Inherent  defect  in 
the  product.  The  comments  generally 
urged  that  any  warning  that  is  adopted 
should  clearly  Indicate  that  the  danger 
of  propellant  inhalation  is  associated 
only  with  intentional  misuse  and  not 
with  the  prescribed  or  customary  use. 

The  Commissioner  agrees  that  the  sec¬ 
ond  warning  statement  is  more  explicit 
about  the  conditions  of  misuse.  The  lan¬ 
guage  “deliberately  concentrating  and 
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inhaling”  is  more  precise  in  describing 
the  efforts  that  must  be  made  to  achieve 
the  consequences  of  abuse.  It  therefore 
prevents  any  misconception  that  Invol¬ 
untary  inhalation  of  propellants  or  In¬ 
halation  as  directed  may  be  harmful  or 
fatal.  Since  the  second  warning  state¬ 
ment  clearly  articulates  the  premeditated 
act  of  concentrating  and  inhaling  and 
does  not  include  any  act  that  is  unavoid¬ 
able  or  in  accordance  with  the  prescribed 
or  common  use,  the  comments  contend¬ 
ing  that  the  second  warning  statement 
also  lacked  specificity  and  could  be  mis¬ 
interpreted  to  warn  against  the  in¬ 
tended  use  are  without  merit 

At  the  same  time,  the  Commissioner 
does  not  agree  that  the  term  “concen¬ 
trating  and  inhaling”  warns  against  an 
inherent  defect  of  the  product.  In  fact, 
a  defect  in  a  self -pressurized  container 
would  most  likely  achieve  just  the  op¬ 
posite  effect  by  releasing  the  propellant 
into  the  environment  and  diluting  its 
concentration.  Even  under  the  extreme 
condition  of  having  the  propellant  escape 
suddenly  into  the  air  of  a  small  room, 
the  propellant  concentration  would  be 
considerably  below  the  toxic  level  for 
inhalation. 

Consequently,  the  Commissioner  con¬ 
cludes  that  the  second  warning  is  better 
for  the  purpose  of  cautioning  the  con¬ 
sumer  because  it  provides  and  adequate 
warning  and  is  precise  in  its  description 
of  the  conditions  of  misuse. 

6.  Other  comments  objected  to  the 
proposed  warnings  against  intentional 
misuse  because  warning  statements 
would  be  required  on  all  aerosolized  food, 
drug,  and  cosmetic  products.  Including 
those  that  are  not  susceptible  to  such 
abuse  and  for  which  there  is  no  history 
of  abuse.  The  types  of  products  cited 
as  not  being  susceptible  to  abuse  were 
those  of  foam  type  with  low  propellant 
content,  products  of  low  volume  or  pres¬ 
sure,  products  of  metered  dosage  form, 
products  with  a  penetrating  odor,  those 
with  a  physical  barrier  preventing  the 
propellant  from  escaping  from  the  con¬ 
tainers  at  the  time  of  use,  expensive 
products,  and  those  products  intended  to 
be  used  on  or  around  the  face,  or  actually 
Intended  for  inhalation. 

After  considering  all  comments  and 
other  relevant  information,  the  Com¬ 
missioner  concludes  that  the  following 
products  In  self-pressurized  containers 
are  not  susceptible  to  intentional  mis¬ 
use  for  the  reasons  given  and  should 
therefore  not  be  required  to  bear  the 
warning  against  Intentional  misuse: 

a.  Foam  products  that  contain  less 
than  10  percent  propellant — because  of 
the  physical  properties  of  the  product 
and  the  small  quantity  of  propellant. 
For  a  product  to  be  dispensed  In  the 
form  of  a  foam,  the  propellant  remains 
intimately  mixed  with  the  product  base 
after  the  product  has  been  released  from 
the  container,  and  the  propellant  is  re¬ 
leased  only  gradually  as  the  foam  breaks 
down.  Most  of  the  propellant  is  there¬ 
fore  entrapped  in  the  foam,  and  it  is  not 
readily  available  for  concentration  and 
inhalation. 


b.  Products  in  a  container  with  a 
physical  barrier  between  propellant  and 
product  base — the  barrier  prevents  the 
propellant  from  escaping  from  the  con¬ 
tainer  at  the  time  of  use. 

c.  Metered  sprays  of  less  than  a  2- 
ounce  size — the  mechanical  properties 
of  the  spray  assembly  are  an  obstacle 
to  anyone  who  might  wish  to  concen¬ 
trate  the  propellant.  Only  a  fraction  of 
an  ounce  of  product  Is  dispensed  per 
individual  actuation  of  the  valve,  and 
the  valve  would  have  to  be  actuated 
many  times  to  achieve  a  hazardous  pro¬ 
pellant  accumulation.  A  significant  por¬ 
tion  of  the  propellant  could  be  expected 
to  escape  should  concentration  of  the 
propellant  be  attempted.  For  these  rea¬ 
sons  and  because  of  the  size  limitation 
of  2  ounces,  it  would  be  unlikely  that 
the  propellant  could  be  sufficiently  con¬ 
centrated  to  be  harmful. 

d.  All  aerosol  products  of  less  than 
one-half  ounce  size — the  limited  avail¬ 
able  amount  of  propellant  is  not  expected 
to  cause  serious  harm  if  concentrated 
and  inhaled.  Not  only  is  the  quantity 
of  propellant  available  from  this  size 
aerosol  product  small,  but  a  significant 
amount  of  the  propellant  would  escape 
during  the  process  of  concentrating  the 
propellant.  The  remaining  propellant 
accumulation  would  be  below  the  level 
of  acute  toxicity. 

A  review  of  pertinent  toxicological  lit¬ 
erature  supports  the  Commissioner's 
conclusion  that  a  warning  statement 
against  intentional  misuse  would  not  be 
necessary  in  cases  where  the  physical 
properties  or  composition  of  the  product 
or  the  mechanical  properties  of  the  con¬ 
tainer  are  such  that  there  is  no  suscepti¬ 
bility  to  misuse,  or  where  a  small  quan¬ 
tity  of  propellant  is  present.  None  of  the 
reported  deaths  resulting  from  the  in¬ 
tentional  concentration  and  Inhalation 
of  propellants  was  found  to  be  associ¬ 
ated  with  these  types  of  aerosol  products. 

Inadequate  data  and  Information  were 
presented  to  justify  a  conclusion  that 
products  should  be  excluded  from  the 
warning  statement  requirement  solely 
for  reasons  of  penetrating  odor,  low 
pressure,  purchase  price,  or  because  the 
product  is  intended  for  use  on  or  around 
the  face,  or  is  actually  intended  for  in¬ 
halation.  None  of  these  characteristics 
would  be  sufficient  to  prevent  anyone 
who  Intended  to  misuse  aerosol  prod¬ 
ucts  from  concentrating  and  inhaling 
the  propellant  A  product  with  a  pene¬ 
trating  odor,  for  example,  may  be  mis¬ 
used  by  actuating  the  container  in  an 
upside  down  position,  which  would  allow 
only  the  propellant  to  escape  and  hence 
remove  or  greatly  reduce  the  objection¬ 
able  odor.  There  is  no  reason  why  prod¬ 
ucts  Intended  for  use  on  or  around  the 
face,  or  those  Intended  for  inhalation, 
may  not  be  misused  intentionally  and 
should  therefore  not  be  labeled  accord¬ 
ingly.  The  warning  statement  does  not 
speak  against  incidental  Inhalation  or 
deliberate  inhalation  as  directed.  Its 
purpose  Is  to  warn  against  Intentional 
misuse  and  to  inform  the  consumer  of 
the  possible  consequences  resulting  from 
such  misuse. 
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7.  One  comment  criticized  the  “termi¬ 
nological  incomprehensibility'’  of  the 
proposed  warnings.  The  comment  con¬ 
tended  that  the  proposed  warnings  re¬ 
quired  a  high  level  of  literary  compre¬ 
hension  and  suggested  that  a  skull  and 
crossbones  be  used  instead. 

The  Commissioner  concludes  that  the 
Skull  and  crossbones  or  other  symbol 
of  hazard  may  Indicate  a  danger  but  is 
not  a  warning  against  intentional  misuse. 
The  Commissioner  has  been  unable  to 
devise  simpler  language,  and  the  com¬ 
ments  suggested  none,  that  effectively 
conveys  the  proper  warning. 

8.  One  comment  suggested  that  any 
warning  against  intentional  misuse  be 
worded  to  emphasize  that  death  may  be 
sudden. 

The  Commissioner  does  not  agree  that 
a  reference  to  sudden  death  would  be 
more  likely  to  prevent  possible  misuse 
than  the  adopted  warning.  • 

9.  One  comment  argued  that  the 
warnings  would  not  successfully  deter 
persons  who  wished  to  misuse  an  aerosol 
product.  Another  comment  from  a  writer 
who  identified  himself  as  a  former  addict 
stated  his  belief  that  while  most  persons 
would  ignore  the  warning,  some  would 
not,  and  to  that  extent  the  warning 
would  be  worthwhile. 

The  Commissioner  advises  that  the 
fact  that  some  persons  will  ignore  a 
warning  is  not  a  rational  basis  for  re¬ 
jecting  its  use.  The  Commissioner  con¬ 
cludes  that  the  required  warnings  will 
convey  important  information  to  many 
persons  and  are  therefore  appropriate. 

10.  Some  comments  objected  to  the 
general  warning  statements  “Contents 
under  pressure.  Do  not  puncture  or  in¬ 
cinerate  container.  Do  not  expose  to  heat 
or  store  at  temperature  above  120*  F. 
Keep  out  of  reach  of  children.”  The  com¬ 
ments  in  general  argued  that  the  warn¬ 
ing  is  too  broad  in  scope,  and  specifically 
asserted  that  many  aerosol  containers, 
such  as  those  made  of  glass,  cannot  be 
punctured,  and  that  aerosolized  products 
can  be  exposed  to  temperatures  above 
120°  F  without  danger.  Comments  argued 
that  the  statement  “Keep  out  of  reach 
of  children”  can  be  confusing  on  the  la¬ 
bels  of  those  products  designated  to  be 
used  by  children. 

The  Commissioner  agrees  that  a  single 
statement  warning  against  several  pos¬ 
sible  hazards  may  not  be  equally  appli¬ 
cable  to  each- food,  drug,  and  cosmetic 
packaged  in  self -pressurized  containers. 
At  the  same  time  it  is  neither  practicable 
nor  necessary  to  prescribe  separate  warn¬ 
ings  precisely  applicable  to  each  of  hun¬ 
dreds  of  aerosolized  products. 

The  Commissioner  concludes,  however, 
that  the  reference  to  puncturing  is  not 
applicable  to  glass  containers  and  has 
modified  the  regulation  accordingly.  The 
Commissioner  also  recognizes  that  the 
warning  “Keep  out  of  reach  of  children" 
may  be  confusing  on  the  label  of  prod¬ 
ucts  intended  for  use  by  children.  Con¬ 
sequently,  the  warning  has  been  modified 
to  permit  the  warning  “Keep  out  of  reach 
of  children,  except  under  adult  super¬ 
vision,”  where  appropriate. 


No  exceptions  are  permitted,  however, 
in  the  warnings  on  storage  temperature. 
The  Commissioner  concludes  that  a  uni¬ 
form  temperature  of  120*  F.  in  the  warn¬ 
ing  is  justified  in  the  interest  of  con¬ 
sumer  protection  although  some  products 
may  be  exposed  to  higher  temperatures 
without  danger  of  bursting.  The  warning 
i6  not  intended  to  disclose  the  precise 
temperature  at  which  a  self -pressurized 
product  is  likely  to  burst.  The  purpose 
of  the  warning -is  to  alert  the  consumer 
not  to  store  self -pressurized  products  at 
temperatures  considerably  above  room 
temperature  because  of  the  danger  of 
bursting.  The  temperature  at  which  a 
self-pressurized  product  may  burst  de¬ 
pends  on  the  strength  of  the  container 
and  the  composition  of  the  product,  and 
that  temperature  is  not  expected  to  be 
below  150°  F.  The  difference  between 
the  bursting  temperature  and  the  stated 
temperature  of  120°  F.  in  the  warning 
offers  a  reasonable  margin  of  safety. 

The  temperature  of  120*  F.  in  the 
warning  is  in  conceptual  agreement  with 
the  criteria  utilized  in  defining  the  ex¬ 
emptions  from  Department  of  Transpor¬ 
tation  (DpT)  requirements  for  specifica¬ 
tion  packaging,  marking,  and  labeling 
in  the  shipment  of  compressed  gases. 
The  DOT  regulation  (49  CFR  173.306) 
exempts  nonpoisonous  compressed  gases 
in  containers  of  not  more  than  4  fluid  ozs. 
water  capacity  and  those  in  inside  non- 
r  "fillable  metal  containers,  provided  the 
pressure  in  the  container  does  not  exceed 
140  pounds  per  square  inch  gauge 
(p.si.g.)  at  130°  F.  in  the  case  of  the 
structurally  weakest  container  permitted. 
In  addition,  the  container  must  be  ca¬ 
pable  of  withstanding  a  pressure  of  one 
and  one-half  times  the  product’s  equi¬ 
librium  pressure  of  130*  F.  without 
bursting. 

Under  these  circumstances,  any  com¬ 
mercial,  nonrefillable  metal  aerosol  con¬ 
tainer  of  more  than  4  fluid  ozs.  capacity, 
as  a  minimum  requirement,  must  with¬ 
stand  a  pressure  of  at  least  210  p.s.i.g. 
without  bursting,  and  the  equilibrium 
pressure  of  the  container  at  130*  F.  must 
not  exceed  140  p.s.i.g.  According  to 
standard  reference  tables  that  list  the 
vapor  pressures  of  mixtures  of  halocar- 
bon  propellants,  conventional  propellant 
mixtures  that  have  a  maximum  pressure 
of  140  psi.g.  at  130°  F.  develop  a  pres¬ 
sure  of  210  p.sJ.g.  at  a  temperature  of 
approximately  160°  F. 

Consequently,  any  metal  container 
meeting  minimum  structural  require¬ 
ments  and  containing  a  product  with  the 
maximum  permissible  pressure  should 
not  burst  below  the  temperature  of  160* 
F.  The  Commissioner  concludes  that  a 
warning  not  to  store  a  self -pressurized 
product  in  a  metal  container  at  tempera¬ 
tures  above  120*  F.  provides  an  adequate 
safeguard  against  bursting. 

With  regard  to  aerosol  containers  con¬ 
structed  of  glass  or  other  nonmetallic 
material,  DOT  regulatory  requirements 
are  less  specific.  Food,  drug,  or  cosmetic 
aerosol  products  packaged  in  containers 
other  than  metal  containers  and  exceed¬ 
ing  4  fluid  ozs.  capacity  must  comply 
with  the  requirements  of  49  CFR  173.300 


(a),  which  provides  that  the  internal 
pressure  at  70*  P.  must  not  exceed  25.3 
pj.i.g.  (40  P-Si.  absolute)  in  order  not 
to  be  classified  as  a  compressed  gas. 

According  to  standard  reference  tables 
on  mixtures  of  halocarbon  propellants, 
conventional  propellant  mixtures  that 
have  a  pressure  of  25  paJ.g.  at  70*  F. 
develop  a  pressure  of  about  75  ps.i.g.  at 
120°  F.  Therefore,  the  internal  pressure 
of  products  packaged  in  nonmetallic 
containers  is  considerably  lower  than 
the  internal  pressure  of  the  majority  of 
products  packaged  in  metal  containers. 
Furthermore,  the  capability  of  commer¬ 
cial,  nonmetallic  aerosol  containers,  par¬ 
ticularly  glass  containers,  to  withstand 
internal  pressure  without  bursting  is  ex¬ 
tremely  high,  provided  they  are  free  of 
structural  defects.  The  thermal  shock 
effect  on  glass  containers,  or  the  soften¬ 
ing  effect  of  heat  on  plastic  materials, 
is  of  significantly  greater  consequence 
than  pressure  buildup.  The  Commissioner 
therefore  concludes  that  a  warning  tem¬ 
perature  of  120*  F.  is  appropriate  for 
nonmetallic  containers. 

Although  the  DOT  regulations  do  not 
apply  to  containers  of  less  than  4  fluid 
oz.  capacity,  the  Commissioner  concludes 
that  the  same  warning  is  applicable,  and 
that  a  temperature  warning  of  120°  F. 
provides  sufficient  protection  against  the 
dangers  of  bursting. 

The  Commissioner  notes  that  it  1s  cus¬ 
tomary  manufacturing  procedure  to 
pressure-test  nonmetallic  aerosol  con¬ 
tainers  at  the  time  of  manufacture  at 
approximately  150  p.s.i.g.  and  again  at 
about  120  p.s.i.g.  prior  to  filling.  In  addi¬ 
tion,  all  filled  and  pressurized  products 
in  nonmetallic  containers  and  metal  con¬ 
tainers  are  subjected  to  final  heat  test 
conditions  in  a  hot  water  tank  to  detect 
structural  defects  and  leakage.  These 
practices  tend  to  assure  that  DOT  re¬ 
quirements  are  met  and  that  the  required 
warning  temperature  is  appropriate. 

The  Commissioner  considered  the  ques¬ 
tion  whether  storage  temperatures  higher 
than  120*  F.  should  be  permitted  in  the 
warning  if  a  manufacturer  can  demon¬ 
strate  that  a  particular  container  can 
withstand  a  significantly  higher  bursting 
pressure  than  the  210  p.s.l.g.  upon  which 
the  required  warning  is  based.  The  com¬ 
ments  presented  no  evidence  that  a 
higher  temperature  in  the  warning  would 
be  useful  to  a  manufacturer.  Further¬ 
more,  the  Commissioner  is  aware  of  no 
food,  drug,  or  cosmetic  which  would  have 
to  be  stored  at  a  temperature  greater 
than  120*  F.  and  where  a  higher  tem¬ 
perature  in  the  warning  would  be  useful. 
The  Commissioner,  therefore,  concludes 
that  there  is  no  need  to  permit  the  use 
of  a  higher  temperature  in  the  warning. 
The  advantage  of  greater  consumer 
awareness  of  a  single  warning  tempera¬ 
ture  outweighs  any  consideration  of  per¬ 
mitting  use  of  various  higher  tempera¬ 
tures.  Furthermore,  if  individual  manu¬ 
facturers  were  permitted  to  state  higher 
temperatures  as  part  of  the  warning,  the 
Food  and  Drug  Administration  would  be 
required  to  test  the  products  individually 
to  determine  compliance  with  standards. 

If  a  manufacturer  wishes  to  package  a 
product  in  a  container  of  significantly 
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higher  bursting  strength  because  it  must 
be  stored  at  temperatures  exceeding  120* 
F.,  the  Commissioner  will  consider  a  peti¬ 
tion  to  amend  the  regulation  accord¬ 
ingly. 

11.  One  comment  asserted  that  the 
warnings  required  lor  drugs  should  be 
consistent  with  those  warnings  required 
for  cosmetics,  especially  for  those  drugs 
which  consumers  think  of  as  cosmetics. 

The  Commissioner  agrees,  and  the  es¬ 
tablished  warnings  are  identical  for 
foods,  drugs,  and  cosmetics. 

Exceptions  to  the  standard  warning 
have  been  provided  for  where  appro¬ 
priate.  Thus,  the  phrase  “Avoid  spray¬ 
ing  In  eyes”  may  be  deleted  from  the 
warning  In  the  case  of  a  product  not  ex- 
polled  as  a  spray.  In  addition,  that 
phrase  need  not  appear  on  drug  products 
Intended  for  use  In  the  eye. 

12.  One  comment  contended  that  prod¬ 
ucts  Intended  for  the  noncaloric  lubrica¬ 
tion  of  fry  pans  have  been  determined 
by  UJS.  courts  not  to  be  foods.  The  com¬ 
ment  asserted  that  such  products  were 
therefore  exempt  from  regulation  under 
the  Federal  Food,  Drug,  and  Cosmetic 
Act. 

The  Commissioner  is  unaware  of  any 
court  decision  that  would  exempt  such 
products  from  the  act.  Ingredients  of 
aerosol  lubricants  that  may  become  in¬ 
gredients  of  food  are  themselves  food 
and  subject  to  the  provisions  of  the  act. 

13.  Several  comments  objected  to  the 
general  statement  in  i  740.1(a)  regard¬ 
ing  the  establishment  of  a  warning  state¬ 
ment,  asserting  that  a  manufacturer 
cannot  anticipate  all  possible  hazards 
associated  with  Intentional  misuse  of  a 
specific  product. 

The  Commissioner  advises  that  it  is 
the  manufacturer  who  is  ultimately  re¬ 
sponsible  for  being  aware  of,  and  alerting 
the  user  to,  possible  hazards  that  could 
reasonably  be  expected  to  be  associated 
with  the  product.  In  any  event.  Subpart 
A  of  Part  740  simply  sets  forth  the  pro¬ 
cedure  for  the  establishment  by  regula¬ 
tion  of  warning  statements  on  labels  of 
cosmetic  products,  while  Subpart  B  sets 
forth  specific  warnings. 

14.  Several  comments  request  clarifi¬ 
cation  of  the  term  “adequately  substan¬ 
tiated  for  safety”  as  used  in  |  740.10. 

The  Commissioner  advises  that  the 
safety  of  a  product  can  be  adequately 
substantiated  through  (a)  reliance  on 
already  available  toxicological  test  data 
on  individual  ingredients  and  on  product 
formulations  that  are  similar  in  composi¬ 
tion  to  the  particular  cosmetic,  and  (b) 
performance  of  any  additional  toxico¬ 
logical  and  other  teste  that  are  appro¬ 
priate  in  the  light  of  such  existing  data 
and  Information.  Although  satisfactory 
toxicological  data  may  exist  for  each 
ingredient  of  a  cosmetic,  it  will  still  be 
necessary  to  conduct  some  toxicological 
testing  with  the  complete  formulation  to 
assure  adequately  the  safety  of  the 
finished  cosmetic. 

Reasonable  approaches  to  the  safety 
evaluation  of  cosmetics  and  references  to 
appropriate  testing  procedures  have  been 
described  by  R.  P.  Giovacchini  in  “Pre¬ 
market  Testing  Procedures  of  a  Cosmetic 


Manufacturer,’'  Toxicology  and  Applied 
Pharmacology  Supp.  No.  3:  13-18,  (1969) 
and  in  “Old  and  New  Issues  in  the  Safety 
Evaluation  of  Cosmetics  and  Toiletries,” 
CRC  Critical  Reviews  in  Toxicology, 
1:361-78, 1972. 

The  Commissioner  recognizes  that 
there  often  is  scientific  controversy  con¬ 
cerning  the  amount  of  data  necessary  to 
demonstrate  the  safety  of  a  cosmetic.  It 
is  not  the  intention  of  the  regulation  to 
require  the  warning  statement  in  circum¬ 
stances  where  reasonable  scientific  opin¬ 
ion  would  regard  the  available  data  as 
adequate. 

In  addition,  the  Commissioner  recog¬ 
nizes  that  questions  regarding  the  safety 
of  a  cosmetic  ingredient  or  product  some¬ 
times  arise  after  a  long  period  of  use 
during  which  time  the  available  safety 
data  were  properly  regarded  as  adequate. 
This  situation  also  occurs  with  respect 
to  food  and  drug  Ingredients  and  prod¬ 
ucts  and  is  a  reflection  of  new  scientific 
developments,  rather  than  of  inadequate 
initial  testing.  It  is  not  the  objective  of 
the  regulation  to  require  a  warning  of 
inadequate  safety  substantiation  when  a 
question  of  safety  arises  under  such  cir¬ 
cumstances,  and  the  proposed  regulation 
has  been  revised  accordingly. 

15.  Regarding  substantiation  of  safety, 
one  comment  questioned  how  an  ingre¬ 
dient  manufacturer  could  adequately  test 
an  ingredient  for  safety  for  all  possible 
present,  future,  and  unknown  uses  when 
he  had  no  way  of  knowing  how  the  ingre¬ 
dient  would  be  used  in  a  finished  product. 
Another  comment  recommended  a  sepa¬ 
rate  definition  of  what  is  meant  by  safety 
for  ingredients  as  compared  to  safety 
for  finished  products. 

The  Commissioner  recognizes  that  a 
manufacturer  of  a  cosmetic  Ingredient 
cannot  always  foresee,  much  less  control, 
the  uses  of  the  Ingredient  in  cosmetic 
products,  and  therefore  cannot  be  held 
responsible  for  the  safety  of  the  ingre¬ 
dient  under  every  possible  condition  of 
use.  The  manufacturer  is  responsible, 
however,  for  the  safety  of  the  ingredient 
under  the  conditions  of  use  recommended 
in  its  labeling  as  well  as  reasonably  ex¬ 
pected  related  uses,  and  the  safety  of  the 
ingredient  must  be  adequately  substan¬ 
tiated  for  use  under  these  conditions  if 
the  label  does  not  bear  the  warning  state¬ 
ment  required  by  9  740.1  (21  CFR  740.1). 
The  supplier  of  a  cosmetic  ingredient  is 
further  advised  to  warn  any  consumer  or 
manufacturer  of  a  finished  cosmetic 
product  of  the  lack  of  adequate  safety 
data  in  cases  of  nonprescrlbe d  uses. 

The  Commissioner  concludes  that  sep¬ 
arate  definitions  of  safety  for  ingredients 
and  finished  products  are  Inappropriate. 
Although  safety  has  the  same  meaning 
under  both  circumstances,  the  Commis¬ 
sioner  recognizes  that  what  constitutes 
adequate  testing  will  differ  depending 
upon  whether  the  product  is  intended  as 
an  ingredient  or  as  a  finished  cosmetic 
item,  since  the  conditions  of  expected  use 
are  different. 

16.  One  comment  argued  that  sub¬ 
stantiation  of  safety  amounts  to  pre- 
marketing  review  of  cosmetics  since  the 


manufacturer  would  have  to  meet  the 
“vague”  standard  of  adequate  substan¬ 
tiation  for  safety  before  his  cosmetics 
could  be  marketed,  and  would  bear  the 
burden  of  meeting  this  standard  in  a 
court  review. 

The  Commissioner  has  clarified  the 
term  “adequately  substantiated  for  safe¬ 
ty”  and  discussed  the  requirement  for 
adequate  safety  testing  in  paragraph  14 
of  this  preamble.  The  Commissioner 
further  advises  that  neither  the  act  nor 
§  740.10  (21  CFR  740.10)  of  the  regula¬ 
tions  requires  approval  by  the  Food  and 
Drug  Administration,  prior  to  marketing 
a  cosmetic  product.  It  is  the  manufac¬ 
turer,  not  the  Food  and  Drug  Adminis¬ 
tration  who  is  responsible  for  having  his 
product  in  compliance  with  the  act  and 
regulations  promulgated  thereunder.  The 
act  necessarily  contemplates  that  the 
manufacturer  has  assured  Itself  of  the 
safety  of  its  product,  but  in  no  way  does 
this  imply  Food  and  Drug  Administration 
approval  or  review  prior  to  marketing. 

17.  Some  comments  from  industry  re¬ 
quested  that  the  final  regulation  provide 
that  any  or  all  warnings  may  appear  on 
either  the  label  or  appropriate  labeling. 

The  Commissioner  concludes  that  it  is 
essential  for  appropriate  warnings  to  be 
available  at  the  time  of  purchase  and  use 
of  the  product,  and  that  the  placement 
and  size  of  the  warning  statements 
should  be  specified  in  the  regulations. 
The  Commissioner  further  concludes 
that  the  warnings  should  appear  on  the 
label  with  the  same  placement  as  is  used 
for  over-the-counter  drug  products,  i.e., 
on  either  the  principal  display  panel  or 
an  information  panel  of  the  label.  In 
those  cases  where  the  principal  display 
panel  consists  of  a  tag  attached  to  a 
decorative  container,  it  is  the  immediate 
container  that  must  bear  the  warning 
statements.  For  simplicity  and  clarity, 
the  required  type  size  has  been  specified 
as  the  same  as  for  all  mandatory  food 
labeling,  Le.,  inch.  The  regulations 
provide  for  amendment  by  petition  if 
there  are  small  packages  that  cannot  ac¬ 
commodate  %Q-lnch  type. 

18.  In  response  to  those  Inquiries  con¬ 
cerning  the  effective  date,  the  Commis¬ 
sioner  concludes  that  all  labeling  ordered 
after  1  year  from  the  date  of  publication 
of  this  order,  all  products  labeled  after 
18  months,  and  all  products  initially  in¬ 
troduced  into  interstate  commerce  after 
30  months,  must  comply  with  this  regula¬ 
tion.  These  dates  are  coordinated  with 
the  effective  dates  for  cosmetic  ingredi¬ 
ent  labeling,  which  is  required  by  an 
order  published  elsewhere  in  this  issue  of 
the  Federal  Register  (40  FR  8920) . 
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Therefore,  pursuant  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (secs.  201 
(n),  402,  403,  501,  502,  601,  602,  701(a). 
52  Stat.  1041,  1046-1048  as  amended, 
1049-1051  as  amended,  1054-1055;  21 
U.S,C.  321  (n), 342, 343,  351, 352,  361,  362, 
371(a) )  and  under  authority  delegated  to 
the  Commissioner  (21  CFR  2.120),  Chap¬ 
ter  1  of  Title  21  of  the  Code  of  Federal 
Regulations  is  amended  as  follows: 

PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 

DRUG,  AND  COSMETIC  ACT  AND  THE 

FAIR  PACKAGING  AND  LABELING  ACT 

1.  In  Part  1: 

a.  By  revising  paragraphs  (b)  and  (f) 
in  5  18d  to  read  as  follows: 

g  1.8d  Food  labeling :  information  panel. 
*  •  *  •  • 

Ob)  All  Information  required  to  appear 
on  the  label  of  any  package  of  food  pur¬ 
suant  to  SS  1.8a,  1.8c,  1.10,  1.13,  1.17,  1.18. 
and  Parts  80  and  125  of  this  chapter  shall 
appear  either  on  the  principal  display 
panel  or  on  the  Information  panel,  unless 
otherwise  specified  by  regulations  in  this 
chapter. 

*  #  *  •  • 

(f)  If  the  label  of  any  package  of  food 
Is  too  small  to  accommodate  all  of  the 
Information  required  by  SS  1.8a,  1.8c, 
1.10, 1.13, 1.17,  and  1.18,  and  Parts  80  and 
125  of  this  chapter,  the  Commissioner 
may  establish  by  regulation  an  accept¬ 
able  alternative  method  of  disseminating 
such  Information  to  the  public,  e.g.,  a 
type  size  smaller  than  one-sixteenth  inch 
in  height,  or  labeling  attached  to  or  in¬ 
serted  in  the  package  or  available  at  the 


point  of  purchase.  A  petition  requesting 
such  a  regulation,  as  an  amendment  to 
this  paragraph,  shall  be  submitted  to  the 
Hearing  Clerk  in  the  form  established  in 
S  2.65  of  this  chapter. 

b.  By  adding  a  new  section  as  follows: 

§  1.13  Food;  labeling;  warning  state¬ 
ments. 

(a)  Self -pressurized  containers.  (1) 
The  label  of  a  food  packaged  in  a  self- 
pressurized  container  and  intended  to  be 
expelled  from  the  package  under  pres¬ 
sure  shall  bear  the  following  warning: 

Warning. — Avoid  spraying  in  eyes. 
Contents  under  pressure.  Do  not  punc¬ 
ture  or  incinerate.  Do  not  store  at  tem¬ 
perature  above  120°  F.  Keep  out  of  reach 
of  children. 

(2)  In  the  case  of  products  intended 
for  use  by  children,  the  phrase  “except 
under  adult  supervision”  may  be  added  at 
the  end  of  the  last  sentence  in  the  warn¬ 
ing  required  by  paragraph  (a)  (1)  of  this 
section. 

(3)  In  the  case  of  products  packaged 
in  glass  containers,  the  word  “break” 
may  be  substituted  for  the  word  “punc¬ 
ture”  in  the  warning  required  by  para¬ 
graph  (a)  (1)  of  this  section. 

(4)  The  words  “Avoid  spraying  in 
eyes”  may  be  deleted  from  the  warning 
required  by  paragraph  (a)(1)  of  this 
section  in  the  case  of  a  product  not  ex¬ 
pelled  as  a  spray. 

(b)  Self -pressurized  containers  with 
halocarhon  or  hydrocarbon  propellants. 
(1)  In  addition  to  the  warning  required 
by  paragraph  (a)  of  this  section,  the  la¬ 
bel  of  a  food  packaged  in  a  self -pressur¬ 
ized  container  in  which  the  propellant 
consists  in  whole  or  in  part  of  a  halo- 
carbon  or  a  hydrocarbon  shall  bear  the 
following  warning: 

Warning. — Use  only  as  directed.  Inten¬ 
tional  misuse  by  deliberately  concentrat¬ 
ing  and  inhaling  the  contents  can  be 
harmful  or  fatal. 

(2)  The  warning  required  by  para¬ 
graph  (b)  (1)  of  this  section  is  not  re¬ 
quired  for  the  following  products: 

(1)  Products  expelled  in  the  form  of  a 
foam  or  cream,  which  contain  less  than 
10  percent  propellant  in  the  container. 

(ii)  Products  in  a  container  with  a 
physical  barrier  that  prevents  escape  of 
the  propellant  at  the  time  of  use. 

(iii)  Products  of  a  net  quantity  of 
contents  of  less  than  2  ozs.  that  are  de¬ 
signed  to  release  a  measured  amount  of 
product  with  each  valve  actuation. 

(lv)  Products  of  a  net  quantity  of 
contents  of  less  than  %  oz. 


PART  369 — INTERPRETATIVE  STATE¬ 
MENTS  RE  WARNING  ON  DRUGS  AND 
DEVICES  FOR  OVER-THE-COUNTER 
SALE 

2.  Part  369  is  amended  as  follows : 

§  369.20  [Amended] 

a.  In  s  369.20  the  listing  for  “DIS¬ 
PENSERS  PRESSURIZED  BY  GASE¬ 
OUS  PROPELLANTS  FOR  DRUGS  FOR 
EXTERNAL  USE,”  and  all  “warnings” 
listed  thereunder  are  revoked. 


b.  In  {  369.21  the  following  new  list¬ 
ing  is  Inserted  in  alphabetical  order  as 
follows: 

§  369.21  Drugs;  warning  and  caution 
statements  required  by  regulations. 
•  •  •  •  • 

DRUGS  IN  DISPENSERS  PRESSUR¬ 
IZED  BY  GASEOUS  PROPELLANTS 
(See  also  §  310.201(a)  (11)  and  (18)  of 
this  chapter) . 

The  warnings  herein  shall  appear 
prominently  and  conspicuously,  but  in  no 
case  may  the  letters  be  less  than  Me  inch 
in  height. 

If  the  label  of  any  package  is  too  small 
to  accommodate  the  warnings,  the  Com¬ 
missioner  may  establish  by  regulation 
an  acceptable  alternative  method,  e.g.,  a 
type  size  smaller  than  Me  inch  in  height. 
A  petition  requesting  such  a  regulation, 
as  an  amendment  to  this  paragraph, 
shall  be  submitted  to  the  Hearing  Clerk 
in  the  form  established  in  Part  2  of  this 
chapter. 

Warning. — Avoid  spraying  in  eyes. 
Contents  under  pressure.  Do  not  punc¬ 
ture  or  incinerate.  Do  not  store  at  tem¬ 
perature  above  120°  F.  Keep  out  of  reach 
of  children. 

In  the  case  of  products  packaged  in 
glass  containers,  the  word  “break”  may 
be  substituted  for  the  word  “puncture.” 

The  words  “Avoid  spraying  in  eyes” 
may  be  deleted  from  the  warning  in  the 
case  of  a  product  not  expelled  as  a  spray, 
or  that  is  intended  to  be  used  in  the  eyes. 

In  addition  to  the  above  warning,  the 
label  of  a  drug  packaged  in  a  self- 
pressurized  container  in  which  the  pro¬ 
pellant  consists  in  whole  or  in  part  of  a 
halocarbon  or  hydrocarbon  shall  bear 
the  following  warning: 

Warning. — Use  only  as  directed.  In¬ 
tentional  misuse  by  deliberately  con¬ 
centrating  and  inhaling  the  contents  can 
be  harmful  or  fatal. 

The  warning  is  not  required  for  the 
following  products:  (a)  Products  ex¬ 
pelled  in  the  form  of  a  foam  or  cream, 
which  contain  less  than  ten  percent  pro¬ 
pellant  in  the  container;  (b)  Products 
in  a  container  with  a  physical  barrier 
that  prevents  escape  of  the  propellant  at 
the  time  of  use;  (c)  Products  of  a  net 
quantity  of  contents  of  less  than  2  ozs. 
that  are  designed  to  release  a  measured 
amount  of  product  with  each  valve 
actuation;  (d)  Products  of  a  net  quan¬ 
tity  of  contents  of  less  than  V2  oz. 

3.  By  adding  a  new  Part  740  to  this 
chapter  as  follows: 

PART  740— COSMETIC  PRODUCT 

WARNING  STATEMENTS 

Subpart  A — General 

Sec. 

740.1  Establishment  of  warning  state¬ 

ments. 

740.2  Consplcuousness  of  warning  state¬ 

ments. 

Subpart  B — Warning  Statements 

740.10  Labeling  of  cosmetic  products  for 

which  adequate  substantiation  of 

safety  has  not  been  obtained. 

740.11  Cosmetics  In  self-pressurized  con¬ 

tainers. 
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Authority  :  Bees.  301  (n),  801,  002,  701  (a)« 
62  Stat.  10*1,  1064-1066;  31  VAC.  821(H). 
861, 362, 871(a). 

Subpart  A — General 

§  740.1  Establishment  of  warning  state¬ 
ments. 

(a)  The  label  of  a  cosmetic  product 
shall  bear  a  warning  statement  when¬ 
ever  necessary  or  appropriate  to  prevent 
a  health  hazard  that  may  be  associated 
with  the  product. 

(b)  The  Commissioner  of  Pood  and 
Drugs,  either  on  his  own  initiative  or  on 
behalf  of  any  interested  person  who  has 
submitted  a  petition,  may  publish  a  pro¬ 
posal  to  establish  or  amend,  under  Sub¬ 
part  B  of  tills  part,  a  regulation  pre¬ 
scribing  a  warning  for  a  cosmetic.  Any 
such  petition  shall  Include  an  adequate 
factual  basis  to  support  the  petition, 
shall  be  in  the  form  set  forth  in  Part  2 
of  this  chapter,  and  will  be  published  for 
comment  if  it  contains  reasonable 
grounds  for  the  proposed  regulation. 

§  740.2  Conspicuousness  of  warning 
statements. 

(a)  A  warning  statement  shall  appear 
on  the  label  prominently  and  conspicu¬ 
ously  as  compared  to  other  words,  state¬ 
ments,  designs,  or  devices  and  in  bold 
type  cm  contrasting  background  to  ren¬ 
der  it  likely  to  be  read  and  understood 
by  the  ordinary  Individual  under  custom¬ 
ary  conditions  of  purchase  and  use, 
but  in  no  case  may  the  letters  and/or 
numbers  be  less  than  1/16  inch  in  height, 
unless  an  exemption  pursuant  to  para¬ 
graph  (b)  of  this  section  is  established. 

(b)  If  the  label  of  any  cosmetic  pack¬ 
age  is  too  small  to  accommodate  the  in¬ 
formation  as  required  by  this  section, 
the  Commissioner  may  establish  by  reg¬ 
ulation  an  acceptable  alternative  method, 
e.g.,  type  size  smaller  than  1/16  inch  in 
height.  A  petition  requesting  such  a  reg¬ 
ulation,  as  an  amendment  to  this  section, 
shall  be  submitted  to  the  Hearing  Clerk 
in  the  form  established  in  Part  2  of  this 
chapter. 

Subpart  B — Warr.ing  Statements 

§  740.10  Labeling  of  cosmetic  products 
for  which  adequate  substantiation  of 
safety  has  not  been  obtained. 

(a)  Each  ingredient  used  in  a  cosmetic 
product  and  each  finished  cosmetic  prod¬ 
uct  shall  be  adequately  substantiated  for 
safety  prior  to  marketing.  Any  such  in¬ 
gredient  or  product  whose  safety  is  not 
adequately  substantiated  prior  to  mar¬ 
keting  Is  misbranded  unless  it  contains 
the  following  conspicuous  statement  on 
the  principal  display  panel : 

Warning — The  safety  of  this  product 
has  not  been  determined. 

(b)  An  ingredient  or  product  having 
a  history  of  use  in  or  as  a  cosmetic  may 
at  any  time  have  its  safety  brought  into 
question  by  new  information  that  in  it¬ 
self  Is  not  conclusive.  The  warning  re¬ 
quired  by  paragraph  (a)  of  this  section 
Is  not  required  for  such  an  Ingredient  or 
product  If: 


(1)  The  safety  of  the  Ingredient  or 
product  had  been  adequately  substan¬ 
tiated  prior  to  development  of  the  new 
information; 

(2)  The  new  Information  does  not 
demonstrate  a  hazard  to  human  health; 
and 

(3)  Adequate  studies  are  being  con¬ 
ducted  to  determine  expeditiously  the 
safety  of  the  ingredient  or  product. 

(c)  Paragraph  (b)  of  this  section  does 
not  constitute  an  exemption  to  the  adul¬ 
teration  provisions  of  the  act  or  to  any 
other  requirement  in  the  act  or  this 
chapter. 

§  740.11  Cosmetics  in  self-pressurized 
containers. 

(a)  (1)  The  label  of  a  cosmetic  pack¬ 
aged  in  a  self-pressurized  container  and 
Intended  to  be  expelled  from  the  package 
under  pressure  shall  bear  the  following 
warning: 

Warning — Avoid  spraying  in  eyes. 
Contents  under  pressure.  Do  not  punc¬ 
ture  or  incinerate.  Do  not  store  at  tem¬ 
perature  above  120*  P.  Keep  out  of  reach 
of  children. 

(2)  In  the  case  of  products  intended 
for  use  by  children,  the  phrase  “except 
under  adult  supervision”  may  be  added 
at  the  end  of  the  last  sentence  in  the 
warning  required  by  paragraph  (a)  (1) 
of  this  section. 

(3)  In  the  case  of  products  packaged 
in  glass  containers,  the  word  “break” 
may  be  substituted  for  the  word  “punc¬ 
ture”  in  the  warning  required  by  para¬ 
graph  (a)  (1)  of  this  section. 

(4)  The  words  “Avoid  spraying  in  eyes” 
may  be  deleted  from  the  warning  re¬ 
quired  by  paragraph  (a)(1)  of  this  sec¬ 
tion  in  the  case  of  a  product  not  ex¬ 
pelled  as  a  spray. 

(b)  (1)  In  addition  to  the  warning  re¬ 
quired  by  paragraph  (a)(1)  of  this  sec¬ 
tion,  the  label  of  a  cosmetic  packaged  in 
a  self -pressurized  container  in  which  the 
propellant  consists  in  whole  or  In  part 
of  a  halocarbon  or  a  hydrocarbon  shall 
bear  the  following  warning: 

Warning — Use  only  as  directed.  Inten¬ 
tional  misuse  by  deliberately  concen¬ 
trating  and  inhaling  the  contents  can 
be  harmful  or  fatal. 

(2)  The  warning  required  by  para¬ 
graph  (b)  (1)  of  this  section  is  not  re¬ 
quired  for  the  following  products: 

(i)  Products  expelled  in  the  form  of  a 
foam  or  cream,  which  contain  less  than 
10  percent  propellant  in  the  container. 

(ii)  Products  in  a  container  with  a 
physical  barrier  that  prevents  escape  of 
the  propellant  at  the  time  of  use. 

(iii)  Products  of  a  net  quantity  of  con¬ 
tents  of  less  than  2  ozs.  that  are  designed 
to  release  a  measured  amount  of  product 
with  each  valve  actuation. 

(iv)  Products  of  a  net  quantity  of  con¬ 
tents  of  less  than  %  oz. 

Effective  date:  All  labeling  ordered 
after  March  3,  1976,  all  products  labeled 
after  September  3,  1976  and  all  products 
initially  introduced  into  interstate  com¬ 
merce  after  September  3, 1977,  shall  com¬ 
ply  with  these  regulations. 


(Secs.  301  (n),  402,  403,  601,  602,  601,  602, 
701(a),  62  Stat.  1041,  1046-1048  M  amended, 
1040-1061  aa  amended.  1054-1066;  21  Ofl.C. 
831(H),  843,  843,  861,  852,  861,  862,  371(a).) 

Dated:  February  24,  1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.76-6328  Filed  2-25-75;ll  :21  am] 

SUBCHAPTER  6— COSMETICS 
PART  701— COSMETIC  LABELING 

Designation  of  Ingredients  on  Package 
Labels 

The  Commissioner  of  Food  and  Drugs 
is  amending  the  cosmetic  ingredient  la¬ 
beling  requirement  in  §  701.3  Designation 
of  Ingredients  to  provide  alternative 
methods  for  declaration  of  Ingredients. 

The  Commissioner  proposed,  in  the 
Federal  Register  of  February  7, 1973  (38 
FR  3523),  requirements  for  the  declara¬ 
tion  of  ingredients  on  cosmetic  products. 
The  first  final  order  based  on  that  pro¬ 
posal  was  published  in  the  Federal  Reg¬ 
ister  of  October  17,  1973  (38  FR  28912K 
A  number  of  objections  and  several  re¬ 
quests  for  hearing  were  received  in  re¬ 
sponse  to  that  order.  A  discussion  of  those 
objections  and  requests  for  hearing,  to¬ 
gether  with  a  confirmation  of  the  ef¬ 
fective  date  of  most  of  the  order  of 
October  17,  1973,  and  a  stay  of  the  pro¬ 
visions  of  part  of  that  order,  is  published 
elsewhere  in  this  issue  of  the  Federal 
Register. 

Four  of  the  objections  received  in  re¬ 
sponse  to  the  October  1973  order  were  ac¬ 
companied  by  requests  for  hearing.  Those 
requests  for  hearing  were  filed  by  the 
Cosmetic,  Toiletry  and  Fragrance  Asso¬ 
ciation,  Inc.  (CTFA) ,  Max  Factor  &  Co., 
Faberge,  Inc.,  and  Lehn  &  Fink  Products 
Co.,  Division  of  Sterling  Drug,  Inc. 

Subsequent  to  the  period  for  objec¬ 
tions,  additional  correspondence  was  re- 
ceived.  It  included  a  petition  from  CTFA 
to  exempt  incidental  ingredients  from  la¬ 
beling  and  to  permit  scarce  Ingredients  to 
be  designated  by  class  names,  and  peti¬ 
tions  from  Chesebrough  Ponds,  Inc.  and 
Nice-Pak  Products,  Inc.  to  permit  a 
smaller  type  size  for  labeling  on  small 
packages. 

Following  publication  of  the  October 
1973  final  order,  representatives  of  the 
Food  and  Drug  Administration  have  met 
from  time  to  time  with  the  objectors  and 
with  other  Interested  persons  to  discuss 
the  need  to  revise  the  requirements  in 
that  order.  Copies  of  all  correspondence 
and  memoranda  of  all  meetings  related 
to  these  discussions  are  on  file  in  the  of¬ 
fice  of  the  Hearing  Clerk,  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20852.  The  Commis¬ 
sioner  has  sought,  since  publication  of 
the  October  1973  order,  to  resolve  the  is¬ 
sues  concerning  cosmetic  Ingredient  la¬ 
beling  without  resort  to  a  formal  hearing. 
The  Commissioner  believes  that  the  fac¬ 
tual  circumstances  Involved  are  well 
known  to  the  Food  and  Drug  Adminis¬ 
tration  and  that  a  hearing  could  not 
provide  additional  information.  There- 
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fore,  the  Food  and  Drug  Administration 
has  sought  through  these  discussions  to 
arrive  at  particular  regulatory  detail  that 
satisfies  the  objective  of  providing  Ingre¬ 
dient  Information  to  consumers  In  the 
least  costly  and  most  practicable 
manner. 

A  tentative  revised  final  order  was 
made  available  for  comment  by  notice  in 
the  Federal  Register  of  July  25,  1974 
(39  FR  27181) ,  and  numerous  comments 
were  received  in  response  to  this  tenta¬ 
tive  revised  final  order.  These  comments 
have  been  considered  together  with  com¬ 
ments  offered  by  the  objectors  at  the 
meetings  referred  to  above. 

This  order  contains  refinements  of  and 
alternatives  to  the  original  regulations 
for  ingredient  labeling.  No  product  Is  ex¬ 
empted  from  the  requirement  for  ingre¬ 
dient  labeling,  but  the  new  provisions  of¬ 
fer  alternative  methods  for  ingredient 
declaration.  The  Commissioner  believes 
that  these  alternative  methods  provide 
the  flexibility,  which  the  objectors  have 
sought,  to  accommodate  certain  products 
that  present  labeling  difficulties.  At  the 
same  time,  the  Commissioner  concludes 
that  the  use  of  these  alternatives  will  in 
no  way  diminish  the  availability  or  use¬ 
fulness  of  the  ingredient  declarations. 

The  amendments  to  $  701.3  are  dis¬ 
cussed  as  follows: 

1.  Paragraph  (f)  provides  an  alterna¬ 
tive  method  for  listing  ingredients.  Under 
paragraph  (a),  the  ordinary  method  of 
declaring  ingredients  is  in  descending  or¬ 
der  of  predominance.  Paragraph  (f )  pro¬ 
vides  that  ingredients  may  be  grouped 
and  the  groups  listed  in  a  manner  such 
that  not  all  ingredients  need  be  listed  in 
descending  order  of  predominance.  Un¬ 
der  the  provisions  of  paragraph  (f ) ,  ingre¬ 
dients  other  than  color  additives  present 
at  a  concentration  greater  than  1  percent 
must  still  be  listed  in  descending  order  of 
predominance.  Following  these  ingredi¬ 
ents,  however,  ingredients  other  than 
color  additives  present  at  a  concentra¬ 
tion  of  not  more  than  1  percent  may  be 
listed  without  respect  to  order  of  pre¬ 
dominance.  These  ingredients  may  be 
listed  in  alphabetical,  random,  or  any 
other  order. 

Following  that  group  of  ingredients, 
color  additives  may  be  listed  without  re¬ 
spect  to  order  of  predominance,  regard¬ 
less  of  their  concentration.  These  pro¬ 
visions  will  allow  small  changes  to  be 
made  in  the  concentrations  of  ingredi¬ 
ents  present  in  small  quantities  without 
upsetting  the  declared  order  of  predomi¬ 
nance.  The  regulation  provides  that  a 
labeler  may  choose  to  use  only  the  color 
additives  exemption  to  the  rule  on  de¬ 
scending  order  of .  predominance,  l.e.,  he 
may  list  all  ingredients  other  than  color 
additives  in  descending  order  of  pre¬ 
dominance,  regardless  of  their  concen¬ 
tration,  followed  by  color  additives  as  a 
group  without  respect  to  order  of  pre¬ 
dominance. 

2.  Paragraph  (g)  provides  that  color 
additives  that  are  sometimes  added  for 
color  matching,  but  not  always  present 
in  each  batch  of  a  product,  may  be  listed 
on  all  packages  of  the  product.  It  is 


a  common  practice  in  cosmetic  manufac¬ 
turing  to  add  small  quantities  of  certain 
colors  to  match  a  product  batch  with  the 
desired  standard.  Ordinarily,  an  ingredi¬ 
ent  may  not  be  listed  in  the  declaration 
unless  it  is  present  in  the  product.  This 
provision,  however,  permits  ingredients 
not  present  in  the  product  to  be  declared 
when  they  are  sometimes  used  for  the 
purpose  of  color  matching. 

Paragraph  (g)  also  provides  that  a 
common  label  may  be  used  under  certain 
conditions  for  an  entire  line  of  shaded 
cosmetic  products.  Ordinarily,  ingredi¬ 
ents  not  present  in  a  cosmetic  product 
may  not  be  declared  on  the  label.  In  the 
case  of  a  line  of  shaded  cosmetics,  such 
as  lipsticks  of  various  shades,  for  ex¬ 
ample,  each  product  may  have  the  same 
base  ingredients  with  different  color  ad¬ 
ditives  to  produce  the  various  shades. 

The  Commissioner  concludes  that  it  is 
proper  in  such  a  case  to  permit  all  color 
additives  used  in  the  line  of  cosmetics  to 
be  listed  on  every  label  used  in  the  line 
so  as  to  permit  a  single  label  to  be  used 
for  all  the  products.  Thus,  the  common 
label  for  all  the  products  would  list  the 
base  ingredients  and  color  additives  pres¬ 
ent  in  all  the  products,  followed  by  the 
phrase  “may  contain”  and  a  list  of  the 
other  color  additives  used  for  the  various 
products  sharing  the  common  label,  but 
not  present  in  every  shade  formula.  The 
Commissioner  concludes  that  this  provi¬ 
sion  may  substantially  reduce  the  expense 
of  labeling,  and  the  cost  to  the  consumer, 
while  at  the  same  time  provide  the  con¬ 
sumer  with  a  list  of  all  color  additives 
that  may  be  present  in  the  product.  The 
presence  or  absence  of  a  particular  color 
additive  will  ordinarily  be  of  interest  to 
the  consumer  only  in  determining  wheth¬ 
er  or  not  there  is  a  possibility  of  allergic 
reaction.  A  consumer  who  wishes  to  avoid 
a  particular  color  additive  can  avoid  that 
entire  line  of  shaded  cosmetics.  Conse¬ 
quently,  the  Commissioner  concludes  that 
it  is  appropriate  to  permit  a  common 
label  for  the  line  to  afford  considerable 
saving  of  labeling  expense.  The  regula¬ 
tion  permits  the  common  label  to  be  used 
for  port  of  a  line,  as  well  as  for  the  entire 
line.  Thus,  at  his  option,  a  manufacturer 
may  divide  the  line,  for  example,  into  two 
common  labels.  This  possibility  may  be 
useful  for  large  lines  of  shaded  cosmetics, 
for  which  a  list  of  all  color  additives  in 
the  line  would  be  lengthy. 

Paragraph  (g)  also  provides  for  per¬ 
mitting  the  declaration  of  ingredients 
other  than  color  additives  not  actually 
present  in  each  product  when  a  common 
label  is  used  for  the  line,  or  part  of  a  line, 
and  the  Ingredients  being  so  declared  are 
present  in  certain  products  for  reasons 
related  solely  to  the  use  of  different  color 
additives  in  the  products  in  which  they 
are  used.  These  ingredients  will  be  pres¬ 
ent  in  small  quantities,  and  the  consumer 
is  sufficiently  informed  by  knowing  of 
their  possible  presence.  Use  of  the  com¬ 
mon  label  will  reduce  labeling  expense, 
and  hence  price  of  the  product. 

Paragraph  (g),  when  combined  with 
the  provisions  of  paragraph  (o),  is  also 
applicable  to  a  product  line  consisting  of 


several  shade  assortments,  e.g.,  several 
compacts  containing  two  or  more  shades 
of  eyeshadow. 

3.  Paragraph  (h)  provides  an  alterna¬ 
tive  method  of  declaring  color  additive 
ingredients  for  an  assortment  of  cosmetic 
products  sold  together  in  the  same  pack¬ 
age.  The  paragraph  provides  that  all 
color  additives  in  the  several  products 
may  be  combined  into  a  single  composite 
list  and  declared  on  the  package.  Thus, 
for  example,  in  the  case  of  a  makeup  kit 
that  contains  a  lipstick,  a  liquid  makeup, 
and  a  pressed  powder,  the  list  of  ingredi¬ 
ents  on  the  package  could  contain  a  sin¬ 
gle  list  of  the  color  additives  without 
specifying  which  color  additives  are  in 
each  particular  product.  Applicability  of 
this  provision  is  not  limited  to  shaded 
products;  for  example,  it  would  apply  to 
a  gift  set  of  colognes  of  different  colors. 

The  Commissioner  concludes  that  the 
consumer  is  adequately  informed  by 
knowing  what  color  additives  are  in  the 
kit  or  other  assortment,  and  that  the 
provision  for  a  composite  list,  which 
would  require  considerably  less  labeling 
space  than  individual  declarations  of  the 
color  additives  in  each  product,  and  thus 
would  often  permit  use  of  a  label,  rather 
than  the  more  expensive  tag,  tape,  or 
card,  is  appropriate. 

4.  Paragraph  (i)  provides,  under  cer¬ 
tain  circumstances,  for  off-package  label¬ 
ing  of  cosmetic  products.  The  objections 
to  the  original  order  requiring  ingredient 
labeling  contended  that  there  were  cer¬ 
tain  products  which  could  not  be  labeled 
directly  because  of  their  small  size  and 
which  could  not  be  labeled  by  means  of 
a  tag,  tape,  or  card,  because  such  an  at¬ 
tachment  could  not  be  accommodated 
to  the  closely  compartmented  trays  or 
racks  in  which  the  products  are  held. 
Therefore,  the  regulation  provides  for 
off-package  labeling  for  products  that 
are  both  small  and  held  for  sale  in  tightly 
compartmented  trays  or  racks. 

The  issue  of  off-package  labeling  arises 
only  in  respect  to  packages  too  small  to 
be  labeled  directly.  Consequently,  it  is 
necessary  to  specify  the  size  of  package 
eligible  for  these  provisions.  The  provi¬ 
sion  for  off -package  labeling  is  applicable 
only  to  products  having  a  total  surface 
area  of  less  than  12  square  inches.  One 
of  the  objectors  suggested  basing  such 
size  on  the  weight  or  volume  of  the  pack¬ 
age  contents.  The  Commissioner  con¬ 
cludes,  however,  that  surface  area  of  the 
package  is  a  better  indicator  of  the  need 
for  off-package  labeling  than  is  the 
weight  or  volume  of  the  contents. 

The  Commissioner  notes  that  the  cri¬ 
terion  adopted  in  the  regulation  is  total 
surface  area,  regardless  of  whether  it  is 
capable  of  being  labeled.  Since  the  ad¬ 
vantage  of  off-package  labeling  might 
encourage  manufacturers  purposefully 
to  design  packages  in  a  way  that  would 
make  surfaces  unavailable  for  labeling, 
the  Commissioner  concludes  that  total 
surface  area  is  a  more  reliable  measure 
of  the  size  of  the  package  than  is  surface 
area  available  for  labeling. 

Off-package  labeling  is  available  in  two 
situations  for  these  small  packages.  The 
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first  situation  is  that  of  cosmetic  products 
held  and  displayed  for  sale  in  a  display 
unit.  In  such  a  case,  the  labeling  is  re¬ 
quired  to  be  attached  to  the  display  unit. 
The  second  situation  is  that  of  small 
shaded  products. 

The  Commissioner’s  foremost  concern 
in  permitting  off-package  labeling  is  to 
assure  that  the  labeling  will  be  present 
and  available  to  the  consumer  at  the  time 
of  purchase.  Thus,  the  Commissioner  has 
rejected  the  suggestion  that  the  regula¬ 
tion  simply  provide  that  labeling  be  avail¬ 
able.  In  such  a  case,  there  would  be  too 
great  a  chance  that  the  retailer  would 
dispose  of  the  labeling,  or  that  the  con¬ 
sumer  would  not  be  aware  that  a  declara¬ 
tion  of  ingredients  is  available.  In  the 
case  of  labeling  attached  to  a  display 
unit  actually  containing  the  products, 
however,  the  Commissioner  concludes 
that  the  labeling  will  be  available,  since 
the  purchaser  must  see  the  display  unit 
in  order  to  make  the  purchase.  Similarly, 
off-package  labeling  is  permitted  for 
shaded  products  when  the  labeling  is 
attached  to  a  display  chart  bearing  sam¬ 
ples  of  the  product’s  shades,  which  is 
displayed  to  purchasers.  In  such  a  case, 
even  though  the  cosmetic  products  are, 
for  example,  held  under  the  retail 
counter  in  compartmented  trays  of  racks, 
the  color  display  chart  must  be  displayed 
to  the  consumer  so  that  a  selection  may 
be  made.  Since  the  regulation  provides 
that  the  declaration  of  ingredients  must 
be  attached  to  the  color  display  chart, 
the  Commissioner  concludes  that  the 
labeling  will  be  present  and  available  to 
the  consumer. 

Ihe  provisions  for  off -package  labeling 
are  not  applicable  to  cosmetics  sold  in 
folding  cartons  or  similar  outer  contain¬ 
ers.  A  folding  carton  contains  ample  la¬ 
beling  area,  and  its  use  is  inconsistent 
with  the  principle  that  off-package  la¬ 
beling  is  to  be  permitted  only  for  prod¬ 
ucts  held  in  tightly  compartmented  trays 
or  racks  that  cannot  accommodate  label¬ 
ing. 

One  comment  suggested  that  off -pack¬ 
age  labeling  be  permitted  for  all  prod¬ 
ucts  sold  by  mail,  stating  that  it  was 
impractical  and  inappropriate  to  re¬ 
quire  that  the  declaration  be  affixed  to 
the  product. 

The  Commissioner  concludes  that  at¬ 
taching  the  declaration  is  not  difficult, 
and  that  the  requirement  will  prevent 
confusion  in  the  case  of  several  products 
mailed  together  with  several  ingredient 
declarations. 

5.  Paragraph  (j)  provides  for  estab¬ 
lishing  a  number  of  requirements  that 
off -package  labeling  systems  must  meet. 
The  labeling  must  be  attached  to  the  dis¬ 
play  unit  or  chart  on  the  front  in  a  way 
that  it  can  be  completely  read  by  the 
consumer,  or  if  it  cannot  be  completely 
read  by  the  consumer,  or  if  it  is  on  the 
side  of  the  display  unit  or  chart,  then 
there  must  be  a  notice  on  the  display  unit 
or  chart  visible  to  consumers  that  indi¬ 
cates  the  location  of  the  ingredient  dec¬ 
larations.  The  ingredient  declarations 
may  not  be  attached  to  the  top,  back, 
or  bottom  of  the  display  unit  or  chart. 


6.  Paragraph  (k)  provides  additional 
requirements  that  off-package  labeling 
systems  must  meet.  A  principal  require¬ 
ment  is  that  all  articles  of  labeling  bear¬ 
ing  Ingredient  declarations  and  used  in 
conjunction  with  any  one  display  unit 
or  chart  must  be  Identical  and  must  de¬ 
clare  the  ingredients  of  all  those  products 
sold  in  conjunction  with  the  display  unit 
or  chart  for  which  off -packaging  dec¬ 
laration  of  Ingredients  is  made. 

The  Commissioner  concludes  that  it 
is  unworkable  to  have  more  than  one 
ingredient  declaration  associated  with 
any  display  unit  or  chart  because  there  is 
too  great  a  chance  of  confusion  and  too 
great  a  possibility  that  the  purchaser  will 
not  receive  the  Ingredient  declaration 
pertinent  to  the  product  purchased.  This 
requirement  means  that  any  time  the 
labeling  is  changed,  all  the  old  labeling 
must  be  removed  and  replaced  by  new 
labeling. 

Paragraph  (k)  requires  that  any  dis¬ 
play  unit  or  chart  intended  for  use  with 
off-package  labeling  must  be  shipped  to¬ 
gether  with  the  labeling  intended  to  be 
attached  to  it.  This  provision  ensures 
that  the  retailer  will  receive  the  labeling 
and  display  unit  or  chart  at  the  same 
time.  The  regulation  also  requires  that 
the  display  unit  or  chart  be  designed  so 
that  the  words  "Federal  law  requires 
ingredient  lists  to  be  displayed  here”  be¬ 
come  conspicuous  when  no  ingredient 
declarations  are  displayed  and  when  the 
last  declaration  has  been  taken.  As  an 
alternative,  the  display  unit  or  chart 
may  be  designed  so  that  those  words  are 
conspicuous  at  all  times. 

Paragraph  (k)  also  deals  with  the  situ¬ 
ation  of  product  formulation  change. 
Since  only  one  article  of  labeling  may  be 
used,  it  must  declare  both  the  old  and 
new  formulations  when  a  formulation 
change  is  made,  if  there  is  a  possibility 
that  the  consumer  may  purchase  the  old 
formulation.  The  regulation  requires 
that  both  formulations  be  declared 
separately. 

Paragraph  (k)  contains  requirements 
on  how  copies  of  the  ingredient  declare 
tion  are  to  be  shipped  accompanying  re¬ 
fills.  They  must  be  attached  to  the  spe¬ 
cific  refill  items  to  which  they  pertain  or 
they  must  be  packed  with  the  specific 
refill  items  to  which  they  pertain  in  a 
container  that  does  not  contain  other 
cosmetic  products.  These  requirements 
will  ensure  that  the  retailer  does  not  be¬ 
come  confused  in  sorting  out  the  ingredi¬ 
ent  declarations  and  trying  to  identify 
the  products  to  which  they  pertain.  No 
specific  requirement  on  the  number  of 
declarations  which  must  accompany  re¬ 
fills  is  made.  The  only  requirement  is  that 
sufficient  copies  must  be  provided  with 
each  shipment  of  a  cosmetic  so  that  a 
purchaser  may  obtain  a  copy  of  the  de¬ 
claration  with  each  purchase.  It  is  the  re¬ 
sponsibility  of  each  distributor  to  deter¬ 
mine  how  many  copies  of  the  ingredient 
declaration  must  be  shipped  with  each 
original  shipment  or  refill  to  assure  that 
copies  of  the  ingredient  declaration  are 
always  available  to  purchasers. 

Paragraph  (k)  also  requires  that  the 
firm  whose  name  appears  on  a  cosmetic 


product  must  mail  a  copy  of  the  declara¬ 
tion  of  Ingredients  to  any  person  request¬ 
ing  it.  This  requirement  pertains  only  to 
those  products  for  which  the  ingredient 
declaration  is  made  by  means  of  off- 
package  labeling,  and  it  assures  that  a 
consumer  will  always  be  able  to  obtain 
an  ingredient  declaration,  even  if  a  de¬ 
claration  was  not  obtained  at  the  time 
of  purchase. 

7.  Paragraph  (1)  provides  for  the  ex¬ 
emption  from  Ingredient  declaration  of 
incidental  ingredients  which  are  present 
in  the  cosmetic  at  Insignificant  levels 
and  have  no  technical  or  functional 
effect.  This  provision  extends  to  cos¬ 
metics  the  same  rules  applied  to  food  in 
S  1.10a(a)  (3)  (21  CFR  1.10a(a)  (3) ).  The 
Commissioner  concludes  that  it  would  be 
meaningless  to  the  consumer  and  may 
even  be  deceptive  if  an  ingredient  dec¬ 
laration  contained  a  lengthy  listing  of 
ingredients  present  in  trace  amounts.  In¬ 
cidental  ingredients  are  not  expected  to 
be  the  source  of  an  irritant  or  allergic 
reaction  which  would  render  a  product 
worthless  to  the  consumer  and  are  other¬ 
wise  of  no  consequence  for  value  com¬ 
parison. 

For  the  incidental  ingredient  to  be  ex¬ 
empt  from  declaration,  paragraph  (1) 
requires  that  it  have  no  technical  or 
functional  effect  in  the  cosmetic.  As  a 
general  principle,  the  Commissioner  ad¬ 
vises  that  any  doubt  about  whether  the 
ingredient  has  a  technical  or  functional 
effect,  or  whether  it  is  present  at  an  in¬ 
significant  level,  should  be  resolved  in 
favor  of  declaring  the  presence  of  the 
ingredient.  Under  paragraph  (f ) ,  ingre¬ 
dients  present  at  a  concentration  of  less 
than  1  percent  may  be  declared  without 
respect  to  order  of  predominance.  Under 
that  provision,  it  will  ordinarily  not  be 
difficult  to  declare  ingredients  that  are 
arguably  incidental. 

One  comment  on  the  tentative  revised 
final  order  suggested  that  the  provision 
in  paragraph  (g)  was  unnecessary  to  ex¬ 
empt  color  additives  added  for  matching 
colors  because  of  the  exemption  for  in¬ 
cidental  ingredients. 

The  Commissioner  advises  that  a  color 
additive  added  for  color  matching  ob¬ 
viously  has  a  functional  effect  in  the 
cosmetic  and  would  not  qualify  under  the 
criteria  of  paragraph  (1) . 

8.  Paragraph  (m)  provides  for  a  meth¬ 
od  for  the  declaration  of  alternative 
ingredients  when  there  is  a  current  or 
anticipated  shortage  of  a  cosmetic  ingre¬ 
dient.  Under  paragraph  (m) ,  alternative 
ingredients  may  be  declared  on  the  label 
if  they  are  properly  designated  as  alter¬ 
native  ingredients.  No  alternative  may 
be  declared  for  an  ingredient  that  is 
mentioned  in  advertising  or  in  labeling, 
other  than  in  the  declaration  of  ingre¬ 
dients,  since  a  purchaser  could  not  know 
whether  that  characterizing  ingredient 
was  in  fact  present. 

One  comment  submitted  in  response 
to  the  tentative  revised  final  order  asked 
whether  the  declaration  of  alternative 
ingredients  was  limited  to  ingredients 
that  are  in  short  supply,  or  whether  al¬ 
ternative  ingredients  could  be  listed  for 
other  reasons. 
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The  Commissioner  advises  that  antici¬ 
pated  unavailability  of  an  ingredient  for 
reason  of  general  shortage  is  the  only 
circumstance  under  which  alternative 
ingredients  may  be  listed.  It  would  be 
confusing  to  the  consumer,  and  might  in 
some  cases  be  misleading,  to  permit  the 
declaration  of  ingredients  not  actually 
present,  unless  there  are  compelling  rea¬ 
sons  for  doing  so. 

One  petition  requested  that  suitable 
class  names  be  permitted  for  inter¬ 
changeable  ingredients  because  of  the 
problem  of  ingredient  shortages. 

The  Commissioner  concludes  that  this 
proposal  would  fail  to  provide  sufficient 
information  to  consumers  about  the  value 
of  the  product.  Under  a  system  of  class 
names,  a  consumer  would  not  know  that 
a  particular  product  was  valueless  to 
him  because  of  his  allergic  sensitivity  to 
an  ingredient  the  specific  identity  of 
which  was  concealed  by  use  of  the  class 
name. 

9.  Paragraph  (n)  sets  forth  additional 
provisions  for  labeling  products  when 
there  is  a  shortage  of  a  cosmetic  ingre¬ 
dient.  Unlike  paragraph  (m) ,  which  pro¬ 
vides  for  a  method  for  anticipating  a 
formulation  change,  paragraph  (n)  pro¬ 
vides  for  a  method  for  dealing  with  for¬ 
mulation  changes  after  they  have 
occured.  Paragraph  (n)  provides  for  per¬ 
mitting  old  packaging  to  be  used,  even 
though  it  contains  the  declaration  of  in¬ 
gredients  of  the  old  formulation,  if  the 
new  declaration  is  made  in  one  of  two 
ways.  The  new  declaration  may  be  made 
by  attaching  a  tag,  tape,  or  card,  or  by 
overlabeling  the  package  with  a  sticker. 
Alternatively,  it  may  be  made  by  means 
of  a  package  insert,  if  the  package  is 
unsealed  and  there  is  a  notice  on  the  out¬ 
side  of  the  package  that  a  new  ingredient 
declaration  is  inside,  so  as  to  permit  a 
purchaser  to  examine  the  ingredient 
statement. 

One  comment  suggested  that  a  package 
insert  be  permitted  in  all  cases  for  ingre¬ 
dient  declaration.  The  Commissioner 
concludes  that  a  declaration  on  a  pack¬ 
age  insert,  compared  to  a  declaration  on 
a  label  or  other  easily  accessible  labeling, 
is  much  more  inconvenient  to  consumers. 
Consequently,  the  package  insert  is  per¬ 
mitted  only  in  the  unusual  case  of  for¬ 
mulation  change  because  of  ingredient 
shortage . 

10.  Paragraph  (o)  provides  for  extend¬ 
ing  to  cosmetics  the  so-called  “shotgun 
labeling”  permitted  for  food  in  §  1.10a (a) 
(1)  (21  CFR  1.10a(a)  (D).  The  para¬ 
graph  provides  for  this  special  labeling 
for  assortments  of  cosmetics  that  are 
similar  in  composition  and  intended  for 
the  same  use. 

One  available  method  of  declaration 
is  a  list  of  the  ingredients  in  cumulative 
order  of  predominance  that  are  common 
to  all  products  in  the  assortment,  fol¬ 
lowed  by  a  statement  of  the  other  ingre¬ 
dients,  identifying  the  products  in  which 
they  are  present.  All  color  additives, 
whether  or  not  common  to  all  the  prod¬ 
ucts,  may  be  listed  at  the  end  of  the 
declaration  without  identifying  the  par¬ 
ticular  products  In  which  they  are 
present. 


Another  provision  for  labeling  of  as¬ 
sortments  is  a  single  list  of  Ingredients 
that  does  not  Identify  the  particular 
product  in  which  the  noncommon  ingre¬ 
dients  are  present.  This  alternative  is 
available  only  when  the  total  surface 
area  of  the  package  available  to  bear 
labeling  is  less  than  12  square  inches. 
Surface  area  to  which  a  label  cannot  be 
applied  is  considered  unavailable  for 
labeling.  This  alternative  is  not  available 
for  a  line  of  assortments. 

The  Commissioner  has  weighed  the 
utility  to  consumers  of  knowing  which 
ingredients  are  in  each  particular  prod¬ 
uct  against  the  difficulties  of  labeling 
small  packages  with  separate  ingredient 
declarations.  Since  the  consumer  may 
avoid  the  entire  package  of  cosmetics  if 
there  is  an  ingredient  present  that  the 
consumer  desires  to  avoid,  and  since  the 
consumer  would  ordinarily  not  purchase 
the  package  at  all  if  some  of  the  products 
in  it  are  unusable,  the  Commissioner 
concludes  that  the  use  of  the  single  com¬ 
posite  list  is  ip  some  circumstances  ap¬ 
propriate. 

Paragraph  (o)  also  provides  for  “shot¬ 
gun  labeling”  for  a  line  of  shaded  prod¬ 
ucts  sharing  a  common  label  in  accord¬ 
ance  with  the  provisions  of  paragraph 
(g) .  The  declaration  in  such  a  case  would 
list  the  base  Ingredients  common  to  all 
products,  followed  by  the  base  ingredi¬ 
ents  not  present  in  all  products  together 
with  a  statement  identifying  the  prod¬ 
ucts  in  which  they  are  present,  followed 
by  the  color  additives  common  to  all  the 
products,  and  finally,  the  phrase  “may 
contain”  and  the  color  additives  not  com¬ 
mon  to  all  the  products  in  the  line.  This 
provision  applies  to  a  line  of  assort¬ 
ments,  e.g.,  a  line  of  compacts  contain¬ 
ing  two  or  more  eyeshadows,  as  well  as  to 
a  line  of  individual  products,  e  g.,  a  line 
of  lipsticks. 

11.  Paragraph  (p)  provides  for  smaller 
label  type  size  in  certain  circumstances. 
Instead  of  type  size  of  Me  of  an  inch 
in  height,  which  is  the  ordinary  require¬ 
ment,  type  size  of  M2  of  an  inch  In 
height  may  be  used  if  the  package  is  de¬ 
signed  such  that  it  has  a  total  surface 
area  available  to  bear  labeling  of  less 
than  12  square  inches.  The  breakpoint  of 
12  square  inches  total  surface  area  avail¬ 
able  to  bear  labeling  is  the  same  break¬ 
point  as  that  adopted  for  smaller  type 
size  for  nutrition  labeling  of  packaged 
foods  in  S  1.8d(c>  (3)  (21  CFR  1.8d(c) 
(3)). 

The  Cqmmissioner  concludes  that  a 
declaration  of  ingredients  on  cosmetic 
packages  is  not  likely  to  be  lengthier  than 
nutrition  labeling  on  food  packages; 
therefore,  12  square  inches  available  for 
labeling  is  the  appropriate  size  to  per¬ 
mit  smaller  type  size.  In  determining  the 
amount  of  space  available  for  labeling, 
surfaces  to  which  a  label  cannot  be  ap¬ 
plied  are  unavailable  for  labeling.  Cos¬ 
metic  packages  frequently  bear  decora¬ 
tive  relief,  which  reduces  the  amount  of 
surface  area  capable  of  bearing  a  label. 
The  Commissioner  concludes  that  manu¬ 
facturers  are  unlikely  to  decorate  a  pack¬ 
age  for  the  purpose  of  reducing  the  type 
size  of  the  ingredient  declaration,  and 
consequently  such  surface  area  is  prop¬ 
erly  considered  as  unavailable  in  deter¬ 


mining  the  required  size  of  the  ingredient 
declaration. 

12.  Paragraph  (q)  provides  for  an  in¬ 
terpretation  of  the  requirement  of  the 
Fair  Packaging  and  Labeling  Act  perti¬ 
nent  to  multi-component  packages.  Sec¬ 
tion  10(b)  of  the  act  defines  “package” 
as  “any  container  or  wrapping  in  which 
any  consumer  commodity  is  enclosed  for 
use  in  the  delivery  or  display  of  that  con¬ 
sumer  commodity  to  retail  purchasers.” 
Thus,  unlike  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  the  Fair  Packaging  and 
Labeling  Act  requires  only  that  the  out¬ 
side  package  bear  the  required  labeling. 
The  declaration  of  ingredients  for  a 
cosmetic  product  may  therefore  appear 
only  on  the  outside  package  of  an  assort¬ 
ment  of  cosmetic  products  that  are  sold 
together.  A  distributor  would  not  be  in 
compliance  with  the  requirements  of  the 
act,  however  if  he  labeled  only  the  out¬ 
side  package  of  an  assortment  knowing 
that  it  was  customary  for  the  retailer 
to  open  it  and  sell  the  inside  packages  in¬ 
dividually. 

13.  One  comment  suggested  that  an 
exemption  from  ingredient  declaration 
be  made  for  gift  packages  if  the  company 
also  sells  the  identical  package  labeled 
with  an  ingredient  declaration. 

The  Commissioner  concludes  that  this 
suggestion  is  without  merit.  Recipients 
of  gifts  are  equally  entitled  to  assess  the 
value  of  a  product  through  use  of  the 
declaration  of  ingredients  as  are  pin- 
chasers.  In  addition,  there  is  no  method 
for  assuring  that  the  purchaser  will  be 
aware  that  the  fully  labeled  package  is 
available.' 

Elsewhere  in  this  issue  of  the  Federal 
Register  an  order  is  published  confirm¬ 
ing  the  effective  date  of  $  701.3  (a) 
through  (e).  These  paragraphs  contain 
the  basic  provisions  requiring  cosmetic 
ingredient  labeling.  At  the  time  of  their 
publication  in  the  Federal  Register,  i.e., 
October  17,  1973  (38  FR  28912) ,  an  op¬ 
portunity  was  provided  for  affected  per¬ 
sons  to  object  and  request  a  hearing.  The 
order  published  elsewhere  in  this  issue  of 
the  Federal  Register  (40  FR  8924)  deals 
with  those  objections  and  requests  for 
hearing  and  stays  certain  portions  of 
S  701.3. 

As  required  by  statute,  this  order  pro¬ 
vides  30  days  for  objections  and  requests 
for  hearing  in  respect  to  the  additional 
provisions  contained  in  §  701.3  (f) 

through  (q) .  It  is  the  Commissioner’s  be¬ 
lief  that  these  additional  provisions  will 
satisfy  the  objections  submitted  in  re¬ 
sponse  to  the  October  1973  order  that 
have  resulted  in  portions  of  that  order 
being  stayed  by  the  order  published  else¬ 
where  in  this  issue  of  the  Federal  Regis¬ 
ter.  The  Commissioner  anticipates  that 
upon  publication  of  these  additional  pro¬ 
visions,  the  four  objectors  who  requested 
a  hearing  in  response  to  the  original  or¬ 
der  will  withdraw  their  objections,  per¬ 
mitting  the  entire  order  to  be  placed  into 
effect. 

If  withdrawal  of  the  four  objections  is 
not  received  in  the  office  of  the  Hearing 
Clerk,  Rm.  4-65,  5600  Fishers  Lane, 
Rockville,  MD  20852  within  40  days-  after 
publication  of  this  order,  the  Commis¬ 
sioner  will  assume  that  no  withdrawal  of 
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objections  will  be  made.  In  such  a  case, 
the  Commissioner  will  proceed  to  sched¬ 
ule  a  hearing  on  the  issues  of  color  in¬ 
gredient  declaration  and  labeling  small 
packages  held  in  compartmented  trays  or 
racks.  Those  are  the  two  issues  upon 
which  objections  and  request  for  hearing 
have  been  made.  The  hearing  would  not 
deal  with  the  basic  requirements  for  cos¬ 
metic  ingredient  labeling  for  which  the 
effective  dates  are  established  elsewhere 
in  this  issue  of  the  Federal  Register.  In 
addition,  the  hearing  would  not  deal  with 
the  additional  provisions  in  this  order.  If 
a  hearing  is  necessary,  the  hearing  would 
be  held  only  cm  the  issues  of  the  October 
1973  order  for  which  a  hearing  has  been 
previously  requested. 

The  Commissioner  notes  that  the  var¬ 
ious  provisions  in  the  amendments  of  this 
order  are  closely  intertwined  with  each 
other  and  with  the  stayed  provisions  of 
the  October  1973  order.  For  the  most 
part,  these  amendments  and  the  stayed 
provisions  are  properly  viewed  as  an  in¬ 
separable  unit.  It  would  therefore  be  in¬ 
appropriate  to  permit  portions  of  the 
amendments  to  become  effective  if  new 
requests  for  hearing  concerning  these 
amendments  make  it  impossible  to  place 
all  or  substantially  all  of  the  amend¬ 
ments  into  effect.  In  addition,  since  the 
amendments  so  directly  concern  the 
stayed  provisions,  it  would  be  inappro¬ 
priate  to  permit  these  amendments  to 
become  effective  if  the  four  outstanding 
requests  for  hearing  concerning  the 
October  1973  order  are  not  withdrawn. 
Consequently,  the  Commissioner  will  stay 
the  effectiveness  of  all  the  amendments 
in  this  order  if  the  four  requests  for  hear¬ 
ing  are  not  withdrawn,  or  if  new  requests 
for  hearing  on  the  amendments  require 
significant  portions  of  the  amendments 
to  be  stayed.  If  the  effectiveness  of  all 
these  amendments  is  stayed,  the  issues 
with  which  they  deal  may  be  considered 
in  subsequent  rule  making. 

The  Commissioner  notes  that  the  fail¬ 
ure  of  the  four  objectors  to  withdraw 
their  requests  for  a  hearing  on  the  issue 
of  declaration  of  color  ingredients  will 
result  in  the  necessity  for  two  label 
changes  if  the  Commissioner’s  present 
position  is  upheld  at  the  hearing.  All 
labels  will  have  to  be  changed  to  meet  the 
requirement  of  the  present  regulation, 
and  after  the  hearing,  they  would  be 
required  to  be  changed  again  to  meet  the 
rules  for  declaration  of  color  ingredients 
established  following  that  hearing. 

Therefore,  pursuant. to  provisions  of 
the  Fair  Packaging  and  Labeling  Act 
(secs.  5(c),  6(a),  80  Stat.  1298,  1299;  15 
U.S.C.  1454,  1455)  and  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  701(e),  52 
Stat.  1055-1056,  as  amended;  21  U.S.C. 
371(e))  and  under  authority  delegated 
to  him  (21  CFR  2.120) ,  the  Commissioner 
hereby  orders  that  Part  701  be  amended 
by  adding  paragraphs  (f)  through  (q)  to 
§  701.3  as  follows: 

§  701.3  Designation  of  ingredients. 

•  +  *  #  » 

(f>  As  an  alternative  to  listing  all  in¬ 
gredients  in  descending  order  of  pre¬ 
dominance,  ingredients  may  be  grouped 


and  the  groups  listed  in  the  following 
manner  and  order: 

(1)  Ingredients,  other  than  color  addi¬ 
tives,  present  at  a  concentration  greater 
than  1  percent,  in  descending  order  of 
predominance;  followed  by 

(2)  Ingredients,  other  than  color  addi¬ 
tives,  present  at  a  concentration  of  not 
more  than  1  percent,  without  respect  to 
order  of  predominance;  followed  by 

(3)  Color  additives,  without  respect  to 
order  of  predominance.  Ingredients  spec¬ 
ified  in  paragraph  (f )  (2)  of  this  sec¬ 
tion  may  be  included  with  those  specified 
in  paragraph  (f)  (1)  of  this  section  and 
listed  in  descending  order  of  predomi¬ 
nance. 

(g)  A  declaration  of  ingredients  may 
include  an  ingredient  not  in  the  product 
if  the  ingredient  is  identified  by  the 
phrase  “may  contain"  and: 

(1)  It  is  a  color  additive  added  to 
some  batches  of  the  product  for  pur¬ 
poses  of  color  matching;  or 

(2)  (i)  The  same  declaration  of  ingre¬ 
dients  is  also  used  for  other  products 
similar  in  composition  and  intended  for 
the  same  use,  Including  products  which 
may  be  assortments  of  products  similar 
in  composition  and  intended  for  the 
same  use;  and 

(ii)  Such  products  are  “shaded”  prod¬ 
ucts,  i.e.,  those  falling  within  the  product 
categories  identified  in  §  720.4(c)  (3), 
(7)  and  (8)  (v)  of  this  chapter;  and 

(iii)  All  products  sharing  the  common 
declaration  of  ingredients  are  sold  by 
the  labeler  under  a  common  tradename 
or  brand  designation,  and  no  tradename 
or  brand  designation  not  common  to  all 
such  products  appears  in  the  labeling  of 
any  of  them;  and 

(iv)  The  ingredient  is  a  color  additive. 

(h)  As  an  alternative  to  a  declaration 
of  color  additive  ingredients  for  each 
product,  the  color  additives  of  an  assort¬ 
ment  of  cosmetic  products  that  are  sold 
together  in  the  same  package  may  be 
declared  in  a  single  composite  list  in  a 
manner  that  is  not  misleading  and  that 
indicates  that  the  list  pertains  to  all  the 
products. 

(i)  As  an  alternative  to  the  declara¬ 
tion  of  ingredients  specified  in  para¬ 
graph  (b)  of  this  section,  the  declara¬ 
tion  of  ingredients  may  appear  in  letters 
not  less  than  A  of  an  inch  in  height  in 
labeling  accompanying  the  product,  as 
for  example,  on  padded  sheets  or  in  leaf¬ 
lets,  if  the  total  surface  area  of  the  pack¬ 
age  is  less  than  12  square  inches.  This 
paragraph  is  inapplicable  to  any  pack¬ 
aged  cosmetic  product  enclosed  in  an 
outer  container,  e.g.,  a  folding  carton. 
In  addition,  this  paragraph  is  applica¬ 
ble  only  to  cosmetic  products  meeting 
one  of  the  following  requirements: 

(1)  The  cosmetic  products  are  held 
and  displayed  for  sale  in  tightly  com¬ 
partmented  trays  or  racks  of  a  display 
unit.  The  holder  of  the  labeling  bearing 
the  declaration  of  ingredients  shall  be 
attached  to  the  display  unit;  or 

(2)  The  cosmetic  products  are 
“shaded”  products,  i.e.,  those  falling 
within  the  product  categories  indentifled 
in  §  720.4(c)  (3),  (7)  and  (8)  (v)  of  this 
chapter,  and  are  held  for  sale  in  tightly 
compartmented  trays  or  racks.  The 


holder  of  the  labeling  bearing  the  dec¬ 
laration  of  ingredients  shall  be  attached 
to  a  display  chart  bearing  samples  of  the 
product  shades,  which  is  displayed  to 
purchasers.  Such  a  display  chart  shall 
be  of  such  construction  and  design  as  to 
permit  its  continuous  use  as  a  display, 
such  as  on  a  counter,  and  shall  be  de¬ 
signed  for  the  primary  purpose  of  dis¬ 
playing  samples  of  the  shades  of  the 
products. 

(j)  The  holder  of  labeling  bearing  a 
declaration  of  ingredients  an<L  used  in 
accordance  with  paragraph  (1)  of  this 
section  shall  be  attached  to  the  display 
unit  or  chart  and  shall  meet  one  of  the 
following  conditions: 

(1)  The  labeling  is  on  the  front  of 
the  display  unit  or  chart  and  can  be  read 
in  full  by  a  purchaser  facing  the  dis¬ 
play  unit  or  chart  under  customary  con¬ 
ditions  of  retail  sale;  or 

(2)  The  labeling  is  on  the  front  of 
the  display  unit  or  chart,  is  partially 
visible,  and  is  accompanied  by  a  con¬ 
spicuous  notice  on  the  front  of  the  dis¬ 
play  unit  or  chart  describing  the  loca¬ 
tion  of  such  labeling  in  letters  not  less 
than  of  an  inch  in  height,  e.g.,  “In¬ 
gredient  lists  above”,  that  can  be  read  by 
a  purchaser  facing  the  display  unit  or 
chart  under  customary  conditions  of 
retail  sale,  or  by  the  notice  required  by 
provisions  in  paragraph  (k)  (3)  of  this 
section,  if  conspicuous  at  all  times;  or 

(3)  The  labeling  is  on  a  side  of  the  dis¬ 
play  unit  or  chart,  but  not  on  the  top, 
back,  or  bottom,  and  is  accompanied 
by  a  conspicuous  notice  on  the  front 
of  the  display  unit  or  chart  describing 
the  location  of  such  labeling  in  letters 
not  less  than  of  an  inch  in  height, 
e.g.,  “Ingredient  lists  located  on  right 
side  of  display”,  that  can  be  read  by  a 
purchaser  facing  the  display  unit  or 
chart  under  customary  conditions  of 
retail  sale. 

(k)  Any  use  of  a  display  unit  or  chart 
bearing  labeling  under  the  provisions  of 
paragraph  (i)  of  this  section  shall  meet 
the  following  requirements: 

(l)  All  articles  of  labeling  bearing  in¬ 
gredient  declarations  and  used  in  con¬ 
junction  with  any  one  display  unit  or 
chart  shall  be  identical  and  shall  de¬ 
clare  the  ingredients  of  all  products  sold 
in  conjunction  with  the  display  unit  or 
chart  for  which  the  ingredient  declara¬ 
tion  is  made  pursuant  to  paragraph  (i) 
of  this  section. 

(2)  Any  display  unit  or  chart  intended 
for  such  use  shall  be  shipped  together 
with  the  labeling  intended  to  be  attached 
to  it.  v 

(3)  Every  display  unit  or  chart  and/ 
or  labeling  system  shall  be  designed  so 
that  the  words  “Federal  law  requires 
ingredient  lists  to  be  displayed  here” 
in  letters  not  less  than  %«  of  an  inch 
in  height  (i)  become  conspicuous  when 
no  ingredient  declarations  are  displayed 
and  when  the  last  list  has  been  taken, 
or  (ii)  are  conspicuous  at  all  times  adja¬ 
cent  to  the  place  where  ingredient  decla¬ 
rations  are  to  be  attached. 

(4)  Any  labeling  containing  a  decla¬ 
ration  of  ingredients  which  reflects  a 
formulation  change  and  not  shipped  ac¬ 
companying  a  display  unit  or  chart  shall 
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be  dated.  Whenever  any  formulation 
change  is  made,  and  the  labeling  con¬ 
taining  the  declaration  of  ingredients 
is  thereby  required  to  be  used  in  con¬ 
junction  with  products  of  both  the  old 
and  new  formulations,  the  labeling  shall 
declare  the  Ingredients  of  both  the  old 
and  new  formulations  separately  in  a 
way  that  is  not  misleading  and  in  a 
way  that  permits  the  purchaser  to  iden¬ 
tify  the  ingredient  declaration  applicable 
to  each  package,  or  which  clearly  ad¬ 
vises  the  purchaser  that  the  formula¬ 
tion  has  been  changed  and  that  either 
declaration  may  be  applicable. 

(5)  Sufficient  copies  of  the  declaration 
of  ingredients  shall  be  provided  with  each 
shipment  of  a  cosmetic  so  that  a  pur¬ 
chaser  may  obtain  a  copy  of  the  declara¬ 
tion  with  each  purchase.  Display  units 
and  replacement  labeling  for  display 
units  shall  be  accompanied  by  instruc¬ 
tions  to  the  retailer,  which  when  followed 
will  result  in  compliance  with  the  re¬ 
quirements  of  this  section.  Copies  of  the 
declaration  accompanying  refills  shall  be 
attached  to  the  specific  refill  items  to 
which  they  pertain,  or  shall  be  packed 
with  the  specific  refill  items  to  which  they 
pertain,  in  a  container  that  does  not  con¬ 
tain  other  cosmetic  products. 

(6)  The  firm  whose  name  appears  on 
a  product  pursuant  to  8  701.12  shall 
promptly  mail  a  copy  of  the  declaration 
of  ingredients  to  any  person  requesting  it. 

(7)  The  display  unit  or  chart  shall  be 
designed  and  located  such  that  the  label¬ 
ing  is  easily  accessible  to  a  purchase  fac¬ 
ing  the  display  unit  or  chart  under  cus¬ 
tomary  conditions  of  retail  sale. 

(1)  The  provisions  of  this  section  do 
not  require  the  declaration  of  incidental 
ingredients  that  are  present  in  a  cos¬ 
metic  at  insignificant  levels  and  that 
have  no  technical  or  functional  effect  in 
the  cosmetic.  For  the  purpose  of  this 
paragraph,  Incidental  ingredients  are: 

(1)  Substances  that  have  no  technical 
or  functional  effect  in  the  cosmetic  but 
are  present  by  reason  of  having  been 
incorporated  into  the  cosmetic  as  an  in¬ 
gredient  of  another  cosmetic  ingredient. 

(2)  Processing  aids,  which  are  as  fol¬ 
lows: 

(i)  Substances  that  are  added  to  a  cos¬ 
metic  during  the  processing  of  such  cos¬ 
metic  but  are  removed  from  the  cosmetic 
in  accordance  with  good  manufacturing 
practices  before  it  is  packaged  in  its 
finished  form. 

(ii)  Substances  that  are  added  to  a 
cosmetic  during  processing  for  their  tech¬ 
nical  or  functional  effect  in  the  process¬ 
ing,  are  converted  to  substances  the  same 
as  constituents  of  declared  ingredients, 
and  do  not  significantly  increase  the  con¬ 
centration  of  those  constituents. 

(ill)  Substances  that  are  added  to  a 
cosmetic  during  the  processing  of  such 
cosmetic  for  their  technical  and  func¬ 
tional  effect  in  the  processing  but  are 
present  in  the  finished  cosmetic  at  in¬ 
significant  levels  and  do  not  have  any 
technical  or  functional  effect  in  that  cos¬ 
metic. 

(m)  In  the  event  that  there  is  a  cur¬ 
rent  or  anticipated  shortage  of  a  cosmetic 


Ingredient,  the  declaration  required  by 
this  section  may  specify  alternatives  to 
any  ingredients  that  may  be  affected.  An 
alternative  ingredient  shall  be  declared 
either  (1 )  immediately  following  the  nor¬ 
mally  used  ingredient  for  which  it  sub¬ 
stitutes,  in  which  case  it  shall  be  identi¬ 
fied  as  an  alternative  ingredient  by  the 
word  “or”  following  the  name  of  the 
normally  used  ingredient  and  any  other 
alternative  ingredient,  or  (2)  following 
the  declaration  of  all  normally  used  in¬ 
gredients,  in  which  case  the  alternative 
ingredients  in  the  group  so  listed  shall 
be  listed  in  expected  descending  order 
of  predominance  or  in  accordance  with 
the  provisions  of  paragraph  (f)  of  this 
section  and  shall  be  identified  as  alterna¬ 
tive  ingredients  by  the  phrase  “may  also 
contain”.  This  paragraph  is  inapplicable 
to  any  ingredient  mentioned  in  advertis¬ 
ing.  or  in  labeling  other  than  in  the 
declaration  of  ingredients  required  by 
this  section. 

(n)  In  the  event  that  the  shortage  of 
a  cosmetic  ingredient  necessitates  a 
formulation  change,  packages  bearing 
labels  declaring  the  ingredients  of  the  old 
formulation  may  be  used  if  the  revised 
ingredient  declaration  appears  (1)  on  a 
firmly  affixed  tag,  tape,  card,  or  sticker 
or  similar  overlabeling  attached  to  the 
package  and  bearing  the  conspicuous 
words  “new  ingredient  list”  in  letters  not 
less  than  A  of  an  inch  in  height,  or  (2) 
on  labeling  inside  an  unsealed  package 
and  the  package  bears  the  conspicuous 
words,  on  a  sticker  or  similar  overlabel¬ 
ing,  “new  ingredient  list  inside"  in  letters 
not  less  than  A  of  an  inch  in  height. 

(o)  The  ingredients  of  products  that 
are  similar  in  composition  and  intended 
for  the  same  use  may  be  declared  as 
follows: 

(1)  The  declaration  of  ingredients  for 
an  assortment  of  such  products  that  are 
sold  together  in  the  same  package,  e.g., 
eyeshadows  of  different  colors,  may  de¬ 
clare  the  ingredients  that  are  common 
to  all  the  products,  in  a  single  list  in 
their  cumulative  order  of  predominance 
or  in  accordance  with  the  provisions  of 
paragraph  (f)  of  this  section,  together 
with  a  statement,  in  terms  that  are  as 
informative  as  practicable  and  that  are 
not  misleading,  declaring  the  other  in¬ 
gredients  and  Identifying  the  products  in 
which  they  are  present.  The  color  addi¬ 
tive  Ingredients  of  all  the  products  in 
such  an  assortment,  whether  or  not  com¬ 
mon  to  all  the  products,  may  be  declared 
in  a  single  composite  list  following  the 
declaration  of  the  other  ingredients  with¬ 
out  identifying  the  products  in  which 
they  are  present. 

(2)  The  ingredients  of  an  assortment 
of  such  products  that  are  sold  together  in 
the  same  package,  e.g.,  eyeshadows  of 
different  colors,  may  be  declared  in  a 
single  list  in  their  cumulative  order  of 
predominance  or  in  accordance  with  the 
provisions  of  paragraph  (f)  of  this  sec¬ 
tion,  if  the  package  is  designed  such  that 
it  has  a  total  surface  area  available  to 
bear  labeling  of  less  than  12  square 
inches.  For  the  purpose  of  this  para¬ 
graph,  surface  area  is  not  available  for 


labeling  if  physical  characteristics  of  the 
package  surface,  e.g.,  decorative  relief, 
make  application  of  a  label  impractical. 

(3)  The  declaration  of  ingredients  for 
such  a  product  that  is  individually  pack¬ 
aged  and  bears  a  label  that  is  shared 
with  other  products  pursuant  to  the  pro¬ 
visions  of  paragraph  (g)  (2)  of  this  sec¬ 
tion,  e.g.,  one  lipstick  in  a  line  of  lipsticks, 
may  declare  the  ingredients  that  are 
common  to  all  such  products,  in  a  single 
list  in  their  cumulative  order  of  predomi¬ 
nance  or  in  accordance  with  the  provi¬ 
sions  of  paragraph  (f)  of  this  section, 
together  with  a  statement,  in  terms  that 
are  as  informative  as  practicable  and 
that  are  misleading,  declaring  the  other 
ingredients  in  such  products,  and  identi¬ 
fying  the  products  in  which  they  are 
present.  The  color  additive  ingredients 
shall  be  declared  in  accordance  with  the 
provisions  of  paragraph  (g)  of  this  sec¬ 
tion. 

(4)  The  declaration  of  ingredients  for 
an  assortment  of  such  cosmetic  products 
that  bears  a  label  that  is  shared  with 
other  products  pursuant  to  the  provisions 
of  paragraph  (g)  (2)  of  this  section,  e.g., 
one  of  several  compacts  in  a  line  of  com¬ 
pacts,  may  declare  the  ingredients  that 
are  common  to  all  such  products,  in  a 
single  list  in  their  cumulative  order  of 
predominance  or  in  accordance  with  the 
provisions  of  paragraph  (f)  of  this  sec¬ 
tion,  together  with  a  statement,  in  terms 
that  are  as  informative  as  practicable 
and  that  are  not  misleading,  declaring 
the  other  ingredients  in  such  products 
and  identifying  the  products  in  which 
they  are  present.  The  color  additive  in¬ 
gredients  shall  be  declared  in  accord¬ 
ance  with  the  provisions  of  paragraph 
(g)  of  this  section. 

(p)  As  an  alternative  to  the  declara¬ 
tion  of  ingredients  in  letters  not  less 
than  Vie  of  an  inch  in  height,  letters 
may  be  not  less  than  Vie  of  an  inch 
in  height  if  the  package  is  designed  such 
that  it  has  a  total  surface  area  available 
to  bear  labeling  of  less  than  12  square 
inches.  For  the  purpose  of  this  para¬ 
graph,  surface  area  Is  not  available  for 
labeling  if  physical  characteristics  of  the 
package  surface,  e.g.,  decorative  relief, 
make  application  of  a  label  Impractical. 

(q)  The  Inside  containers  in  a  multi¬ 
unit  or  multicomponent  retail  cosmetic 
package  are  not  required  to  bear  a 
declaration  of  Ingredients  when  the 
labeling'  of  the  multiunit  or  multicom¬ 
ponent  retail  cosmetic  package  meets 
all  the  requirements  of  this  section  and 
the  Inside  containers  are  not  Intended 
to  be,  and  are  not  customarily,  separated 
from  the  retail  package  for  retail  sale. 

Any  person  who  will  be  adversely  af¬ 
fected  by  the  foregoing  order  may  at 
any  time  on  or  before  April  2,  1975,  file 
with  the  Hearing  Clerk,  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville.  MD  20852,  written  ob¬ 
jections  thereto.  Objections  shall  show 
wherein  the  person  filing  will  be  ad¬ 
versely  affected  by  the  order,  specify 
with  particularity  the  provisions  of  the 
order  deemed  objectionable,  and  state 
the  grounds  for  the  objections.  If  a  hear- 
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ins  is  requested,  the  objections  shall 
state  the  Issues  for  the  hearing,  shall 
be  supported  by  grounds  factually  and 
legally  sufficient  to  justify  the  relief 
sought,  and  shall  Include  r.  detailed  de¬ 
scription  and  analysis  of  the  factual 
information  Intended  to  be  presented  in 
support  of  the  objections  in  the  event 
that  a  hearing  is  held.  Six  copies  of  all 
documents  shall  be  filed.  Received  objec¬ 
tions  may  be  seen  in  the  above  office 
during  working  hours,  Monday  through 
Friday. 

Effective  date:  All  labeling  for  cos¬ 
metic  products  ordered  after  March  3, 
1976  and  all  cosmetic  product  packages 
labeled  after  September  3,  1976  shall 
comply  with  the  requirements  of  S  701.3 
of  the  regulations  (21  CFR  701.3) . 

(Secs.  6(c) .  6(a),  80  Stat.  1298,  1299;  15 
UJ3.0.  1454,  1455  and  sec.  701(e),  62  Stat. 
1055-1056,  as  amended;  21  UB.C.  371(e).) 

Dated:  February  24, 1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.75-5330  Filed  2-25-75:11 :21  am] 


PART  701— COSMETIC  LABELING 

Designation  of  Ingredients;  Confirmation  of 
Effective  Date  and  Stay  of  Certain  Pro¬ 
visions 

The  Commissioner  of  Food  and  Drugs 
is  establishing  effective  dates  for  the  re¬ 
quirement,  issued  earlier,  that  cosmetic 
labels  bear  declarations  of  ingredients. 
The  requirements  for  specific  identifica¬ 
tion  of  color  Ingredients  and  for  labeling 
small  cosmetics  held  in  compartmented 
trays  or  racks  are  being  stayed,  how¬ 
ever,  because  of  requests  for  a  hearing 
on  those  requirements. 

In  an  order  published  in  the  Federal 
Register  of  October  17,  1973  (38  FR 
28912),  the  Commissioner  promulgated 
a  new  §  1.205  (21  CFR  1.205),  since  re¬ 
published  as  s  701.3  (21  CFR  701.3)  in 
the  Federal  Register  of  March  15,  1974 
(39  FR  10054) ,  requiring  the  declaration 
of  ingredients  on  cosmetic  labels.  A  pe¬ 
riod  of  30  days  was  provided  for  the 
filing  of  objections  by  any  person  ad¬ 
versely  affected  by  the  order.  Thirteen 
objections  were  received  in  response  to 
the  order.  Eleven  objections,  including 
three  requests  for  hearing,  were  received 
from  the  Industry.  One  objection  and 
request  for  hearing  was  received  from  a 
trade  association,  and  one  objection  was 
received  from  a  government  agency.  All 
of  the  objections  are  on  display  In  the 
office  of  the  Hearing  Clerk,  Fcod  and 
Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane.  Rockville.  MD  20852. 

Each  of  the  objections  has  been  re¬ 
viewed,  and  the  Commissioner’s  conclu¬ 
sions  are  as  follows: 

1.  Objections  were  received  to  the  pro¬ 
vision  of  8  701.3(a)  allowing  the  label 
statement  “and  other  Ingredients"  to  be 
used  in  lieu  of  the  specific  Ingredient 
name,  when  such  ingredient  is  accepted 
by  the  Food  and  Drug  Administration 
as  being  a  trade  secret  and  therefore 
exempt  from  public  disclosure.  The  sug¬ 


gestion  was  made  that  an  Ingredient 
exempt  from  public  disclosure  be  pro¬ 
vided  an  official  fictitious  name  that 
would  both  protect  the  trade  secret  and 
enable  the  consumer  to  recognize  the 
ingredient  and  avoid  it  if  necessary. 

The  Commissioner  concludes  that  the 
suggestion  for  use  of  a  fictitious  name 
in  lieu  of  the  appropriate  use  of  the  label 
statement  “and  other  ingredients"  must 
be  rejected  because  the  plan  could  not 
protect  trade  secrets  and  at  the  same 
time  result  in  a  meaningful  declaration 
of  ingredients.  A  nomenclature  commit¬ 
tee  to  establish  a  name  for  a  trade  secret 
ingredient  could  not  consist  of  industry 
representatives,  because  the  exact  chem¬ 
ical  Identity  would  have  to  be  revealed 
to  the  committee  for  it  to  determine  if 
two  or  more  ingredients  of  one  classifi¬ 
cation  should  be  identified  by  a  single 
official  fictitious  name.  Even  if  the  name 
were  to  be  established  by  the  Food  and 
Drug  Administration,  trade  secrets  could 
not  be  protected  if  more  than  one  raw 
material  supplier  used  the  ingredient  and 
the  same  trade  secret  name  were  as¬ 
signed  to  that  ingredient.  In  such  cir¬ 
cumstances,  use  of  the  ingredient  would 
be  disclosed  to  the  competitor  and  the 
trade  secret  thereby  divulged.  On  the 
other  hand,  if  different  trade  secret 
names  were  assigned  to  the  same  ingre¬ 
dient  because  it  is  the  trade  secret  of 
more  than  one  supplier,  the  consumer 
could  well  be  misled.  Consumers  could, 
for  example,  be  aware  of  their  allergenic 
sensitivity  Jo  a  given  ingredient  under 
one  trade  secret  name  but  be  unsuspect¬ 
ing  of  the  same  ingredient  where  other 
names  are  used. 

2.  Objections  were  received  regarding 
the  disclosure  of  “specialty  blends"  of 
Ingredients  such  as  herbal  extracts,  ab¬ 
sorption  bases,  shampoo  concentrates, 
etc.  It  was  asserted  that  the  formula¬ 
tions  of  these  products,  which  are  raw 
materials  furnished  by  suppliers  to  cos¬ 
metic  manufacturers  for  further  process¬ 
ing,  are  trade  secrets.  The  suggestion  was 
made  that  these  “specialty  blends"  be 
given  officially  accepted  trade  names 
perhaps  through  publication  in  the  Cos¬ 
metic,  Toiletry,  and  Fragrance  Associa¬ 
tion’s  Cosmetic  Ingredient  Dictionary,  so 
as  to  provide  trade  secret  protection. 

The  Commissioner  concludes,  as  he  did 
in  paragraph  10  of  the  preamble  to  the 
October  17, 1973  order,  that  an  ingredient 
list  consisting  in  whole  or  in  part  of  “of¬ 
ficial  names”  representing  various  blends 
would  be  virtually  meaningless  to  con¬ 
sumers  who  are  unaware  of  the  composi¬ 
tion  of  such  blends. 

Regarding  the  question  of  trade  secre¬ 
cy,  the  Commissioner  concludes  that 
these  “specialty  blends”  usually  represent 
“trade  values”  or  “good  will,”  rather  than 
valid  trade  secrets,  because  they  are,  in 
large  part,  neither  scientifically  or  tech¬ 
nically  unique  nor  difficult  to  analyze. 

3.  One  objection  was  received  to  the 
provision  of  8  701.3(a)  allowing  fragrance 
or  flavor  to  be  listed  as  fragrance  or 
flavor,  rather  than  by  specific  name.  It 
was  suggested  that  these  Ingredients  be 
listed  by  specific  name,  because  to  do 


otherwise  will  deny  consumers  access  to 
Important  information. 

Essentially  the  same  objection  was 
made  to  the  proposed  regulation.  The 
Commissioner  concluded,  in  paragraph  8 
of  the  preamble  to  the  October  17,  1973 
order,  that  the  listing  of  all  fragrancies 
and  flavors  would  be  impractical  and 
could  distract  from  the  listing  of  other 
Ingredients. 

The  Commissioner  recognizes,  however, 
that  in  certain  circumstances  fragrance 
and  flavor  ingredients  may  be  a  potential 
source  of  adverse  reactions  to  the  con¬ 
sumer,  particularly  when  present  in  a 
cosmetic  in  an  appreciable  concentration. 
Although  the  majority  of  cosmetic  prod¬ 
ucts  contain  only  small  amounts  of  fra¬ 
grance  or  flavor  so  that  the  concentration 
of  individual  fragrance  and  flavor  in¬ 
gredients  is  usually  very  low,  there  are 
many  products  on  the  market  which  con¬ 
tain  high  levels  of  fragrance  or  flavor. 
Moreover,  many  fragrance  or  flavor  for¬ 
mulations  consist  of  a  few  Ingredients 
that  are  present  in  high  concentrations, 
and  hence  represent  the  bulk  of  the  for¬ 
mulation,  along  with  a  great  number  of 
other  ingredients  that  represent  only  a 
small  portion  of  the  fragrance  or  flavor. 
These  latter  ingredients  usually  repre¬ 
sent  the  trade  secret  of  the  fragrance  or 
flavor. 

The  Commissioner  is  interested  in  re¬ 
ceiving  data  that  will  provide  a  sound 
basis  for  Identifying  the  threshold  con¬ 
centration  of  fragrance  and  flavor  in¬ 
gredients  that  may  cause  adverse  reac¬ 
tions  to  a  degree  of  frequency  that  is  of 
public  concern.  Therefore,  the  Commis¬ 
sioner  invites  petitions  proposing,  as  an 
amendment  to  8  701.3,  provisions  estab¬ 
lishing  a  concentration  level  for  fra¬ 
grance  and  flavor  ingredients  in  the  fin¬ 
ished  cosmetic  product,  above  which  the 
ingredient  would  be  required  to  be  de¬ 
clared  on  the  label  by  specific  name.  Any 
proposals  stating  adequate  grounds  in 
support  will  be  published  for  comment  in 
the  Federal  Register  and  will  receive 
prompt  Agency  action. 

4.  One  objection  concerned  the  prob¬ 
lem  of  raw  material  shortages  and  sug¬ 
gested  that  the  manufacturer  be  per¬ 
mitted,  in  a  time  of  such  a  shortage,  to 
continue  with  the  label  bearing  the  origi¬ 
nal  ingredient  declaration.  It  was  further 
suggested  that  the  product  should  not  be 
considered  misbranded  If  the  manufac¬ 
turer  had  promptly  Informed  the  Pood 
and  Drug  Administration  of  the  change, 
explained  the  need  for  reformulation,  and 
stated  the  expected  duration  of  the 
substitution. 

The  Commissioner  rejects  the  sugges¬ 
tion  that  ingredient  changes  be  per¬ 
mitted  without  label  changes  after  noti¬ 
fying  the  Food  and  Drug  Administration. 
Such  notification  would  be  of  no  benefit 
to  the  consumer  and  could,  in  fact,  be 
harmful  to  the  consumer  if  he  is  allergic 
to  the  substitute  ingredient  but  is  not 
made  aware  of  its  presence. 

5.  Several  objections  opposed  the  list¬ 
ing  of  colors  by  specific  name  in  their 
order  of  descending  predominance  on  the 
ground  that  blends  of  color  Ingredients 
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are  trade  secrets  because  of  the  expense 
of  development,  the  difficulty  of  repro¬ 
duction  without  knowledge  of  the  qual¬ 
itative  composition,  and  the  competitive 
advantages  that  the  blends  provide.  In 
support  of  the  claim  of  trade  secrecy, 
reference  was  made  to  the  confidential 
manner  in  which  color  formulations  are 
created  and  handled  by  Industry. 

The  Commissioner  is  not  persuaded 
by  the  objections  received  that  color 
blends  are  valuable  trade  secrets.  The 
Inventory  of  certifiable  colors  from  which 
the  manufacturer  can  choose  is  limited 
to  those  permitted  by  21  CFR  Parts  8  and 
9,  thus  facilitating  any  effort  of  duplica¬ 
tion.  Methods  of  analysis  for  all  color 
additives  are  readily  available,  and  ana¬ 
lytical  equipment  that  makes  color 
matching  a  reasonably  simple  task  is 
available  today.  An  experienced  cosmetic 
chemist  would  undoubtedly  be  able  to 
match  essentially  any  color  shade  of  a 
make-up  product  within  a  relatively 
short  period  of  time;  moreover,  when 
trade  secrets  do  need  protection,  §  701.3 
(a)  provides  that  they  may  be  exempted 
from  public  disclosure  under  the  proce¬ 
dures  of  21  CFR  720.8  and  declared  by 
the  phrase  “and  other  ingredients.” 

In  any  event,  the  requirement  for  dec¬ 
laration  of  color  Ingredients  is  stayed  by 
this  order,  as  discussed  in  paragraph  6 
below,  pending  a  hearing  on  the  issue. 

6.  Several  objections,  including  four 
that  requested  a  hearing,  opposed  the  re¬ 
quirement  in  the  regulation  that  each 
color  Ingredient  be  declared  by  name. 
The  objections  expressed  the  view  that 
declaring  specific  names  would  be  im¬ 
practical  because  of  the  multiplicity  of 
shades  in  many  cosmetics  and  because 
one  formulation  may  contain  as  many  as 
twelve  colors  and  diluents.  They  also 
opposed  the  requirement  on  the  grounds 
that  the  identity  of  color  ingredients  and 
the  composition  of  color  blends  are  of  no 
significance  to  consumers  in  making 
value  comparisons,  that  there  is  no  medi¬ 
cal  basis  for  the  regulation  since  all 
color  additives  listed  in  21  CFR  Parts  8 
and  9  have  been  accepted  by  the  Food 
and  Drug  Administration  as  safe  and  are 
seldom  the  source  of  allergic  reactions, 
that  the  burdens  on  the  cosmetic  indus¬ 
try  and  consumers  outweigh  the  benefits 
of  listing  colors,  and  that  the  regulation 
discriminates  against  cosmetic  manu¬ 
facturers  who  derive  their  income  from 
color  formulated  products  as  opposed  to 
flavor  and  fragrance  formulated 
products. 

The  Commissioner  concludes  that  the 
objections  present  an  issue  for  which  the 
Fair  Packaging  and  Labeling  Act  pro¬ 
vides  a  hearing.  Consequently,  the  ef¬ 
fectiveness  of  the  requirement  in  §  701.3 
that  color  ingredients  be  specifically 
declared  is  stayed  by  this  order  pending 
the  outcome  of  that  hearing.  In  the 
event  that  the  objections  are  not  with¬ 
drawn  in  accordance  with  the  an¬ 
nouncement  on  additional  provisions 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  a  notice  will  later  be 
published  in  the  Federal  Register  sched¬ 
uling  a  time  and  place  for  the  hearing 


and  defining  the  issue  on  which  the  hear¬ 
ing  is  to  be  held. 

Meanwhile,  the  Commissioner  advisee 
that  a  declaration  of  ingredients  that 
does  not  specifically  declare  color  in¬ 
gredients  is  false  and  misleading  within 
the  meaning  of  section  602(a)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
if  it  does  not  declare  color  ingredients 
as  “color,”  in  the  same  manner  as  fra¬ 
grance  and  flavor  are  required  to  be 
declared  by  8  701.3. 

7.  Three  objections,  which  were  ac¬ 
companied  by  requests  for  public  hearing, 
were  against  8  701.3  to  the  extent  that 
it  fails  to  provide  for  off -package  labeling 
for  small  cosmetic  items  customarily 
held  or  displayed  for  sale  in  compart- 
mented  trays  or  racks.  The  objections 
stated  that  these  products  cannot  be 
labeled  directly  and  that  it  is  highly  im¬ 
practical  to  declare  the  ingredients  by 
means  of  an  affixed  tag,  tape,  or  card. 

The  Commissioner  concludes  that  the 
objections  present  an  issue  for  which  the 
Fair  Packaging  and  Labeling  Act  pro¬ 
vides  a  hearing.  Consequently,  the  effec¬ 
tiveness  of  8  701.3  is  stayed  by  this  order 
insofar  as  it  requires  a  declaration  of 
Ingredients  for  small  cosmetic  items  cus¬ 
tomarily  held  or  displayed  for  sale  in 
compartmented  trays  or  racks,  pending 
the  outcome  of  that  hearing.  In  the  event 
that  the  objections  are  not  withdrawn 
in  accordance  with  the  announcement 
on  additional  provisions  published  else¬ 
where  in  this  issue  of  the  Federal  Reg¬ 
ister  (40  FR  ),  a  notice  will  later 
be  published  in  the  Federal  Register 
scheduling  a  time  and  place  for  the 
hearing  and  defining  the  issue  on  which 
the  hearing  is  to  be  held. 

8.  Two  objections  to  the  effective  dates 
were  received,  requesting,  in  one  case, 
that  the  effective  dates  be  postponed  1 
year  for  all  of  those  products  that  are 
labeled  in  accordance  with  the  Food  and 
Drug  Administration’s  voluntary  guide¬ 
lines  published  in  the  Federal  Register 
of  August  11,  1972  (37  FR  16208),  and 
contending,  in  the  other  instance,  that 
the  company  needed  3  years  to  prepare 
new  labeling.  The  latter  objection  was 
accompanied  by  a  request  for  hearing.  In 
addition,  a  request  was  made  that  the 
effective  dates  be  postponed  and  co¬ 
ordinated  with  those  of  other  cosmetic 
regulations  expected  to  be  published 
soon. 

The  Commissioner  concludes  that  the 
effective  dates  should  be  changed  to  per¬ 
mit  some  additional  time  for  prepara¬ 
tion  of  new  labels.  All  labeling  ordered 
after  March  3,  1976  must  comply  with 
this  regulation  and  all  cosmetic  products 
labeled  after  September  3,  1976  must 
comply  with  this  regulation.  These  dates 
are  consistent  with  the  effective  dates 
for  cosmetic  product  warnings,  estab¬ 
lished  by  other  orders  published  else¬ 
where  in  this  issue  of  the  Federal  Reg¬ 
ister.  Section  6(d)  of  the  Fair  Packaging 
and  Labeling  Act  (15  U.S.C.  1455(d)) 
provides  that  no  regulation  may  preclude 
the  orderly  disposal  of  packages  in  in¬ 
ventory  or  with  the  trade  as  of  the  ef¬ 
fective  date  of  the  regulation.  Conse¬ 
quently,  the  Commissioner  advises  that 


labeled  packages  not  complying  with  the 
requirements  of  this  regulation  may  be 
used  up  after  September  3,  1976  If  they 
are  held  in  inventory  on  that  date.  Labels 
that  are  not  also  packages  may  not  be 
so  used  up,  however.  In  addition,  peti¬ 
tions  to  extend  the  effective  date  of  Sep¬ 
tember  3,  1976  for  individual  products 
will  be  considered  if  adequate  grounds 
for  an  extension  are  provided. 

The  Commissioner  concludes  that  ac¬ 
cording  to  the  act  the  effective  date  is 
not  an  issue  requiring  a  hearing  to  be 
held.  Section  6(a)  of  the  Fair  Packaging 
and  Labeling  Act  provides  that  regula¬ 
tions  are  to  be  promulgated  pursuant  to 
section  701(e)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act.  Section  701(e)(2)  of 
that  act  states  that  an  objection  may 
be  filed  only  with  respect  to  issues  arising 
from  the  order  “if  placed  in  effect”  The 
clear  implication  of  that  language  is 
that  the  date  of  effectiveness  is  not  sub¬ 
ject  to  objection.  This  interpretation  is 
confirmed  by  the  language  in  section 
701(e)(3)  that  specifies  the  procedure 
for  specifying  the  effective  date  of  a  reg¬ 
ulation  following  a  public  hearing: 

The  Secretary  shall  specify  in  the  order 
the  date  on  which  It  shall  take  effect,  except 
that  it  shall  not  be  made  to  take  effect  prior 
to  the  ninetieth  day  after  its  publication  un¬ 
less  the  Secretary  finds  that  emergency  con¬ 
ditions  exist  necessitating  an  earlier  effective 
date,  in  which  event  the  Secretary  shall 
specify  in  the  order  his  findings  as  to  such 
conditions. 

The  act  thus  makes  clear  that  even  after 
a  hearing,  the  effective  date  is  not  to  be 
based  on  evidence  presented  at  the  hear¬ 
ing,  but  is  an  entirely  separate  considera¬ 
tion.  Nevertheless,  the  Commissioner  has 
considered  the  assertion  in  the  objection 
that,  using  its  ordinary  “expeditious” 
procedures,  it  will  take  the  company  3 
years  to  prepare  new  labeling  for  its 
products.  For  the  purpose  of  ruling  on 
this  objection,  the  Commissioner  assumes 
this  assertion  to  be  true.  The  Commis¬ 
sioner  concludes,  however,  that  this  fact 
does  not  warrant  extending  the  deadlines 
beyond  those  established  in  this  order. 
The  objection  made  no  assertion  that 
compliance  with  the  original  effective 
dates  was  Impossible.  It  may  well  be  nec¬ 
essary  to  hire  additional  staff  or  re¬ 
arrange  priorities  to  prepare  new  label¬ 
ing.  The  Commissioner  concludes  that 
the  public  Interest  is  not  sufficiently 
served  by  an  effective  date  further  in  the 
future  than  is  established  in  this  order. 
Since  the  Commissioner’s  conclusion  is 
based  on  the  assumption  that  the  objec¬ 
tion’s  assertions  are  true,  there  is  no 
issue  of  fact  for  resolution  at  a  hearing. 

The  request  for  hearing  on  the  issue  of 
effective  date  is  therefore  denied,  because 
there  is  no  issue  of  fact  for  resolution 
and  because  the  act  does  not  provide  for 
a  hearing  on  this  issue. 

The  Commissioner  emphasizes  that 
this  order  is  entirely  independent  of  the 
announcement  on  additional  provisions 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  Although  the  provi¬ 
sions  of  the  October  1973  order  stayed  by 
this  order  are  closely  related  to  the  addi¬ 
tional  provisions,  the  unstayed  portions 
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of  the  October  1973  order  are  distinct 
and  unaffected.  The  Commissioner  con¬ 
cludes  that  these  separable  parts  of  the 
October  1973  order  should  be  placed  into 
effect  without  further  delay.  Conse¬ 
quently,  declaration  of  ingredients  on 
cosmetic  packages  in  accordance  with  the 
terms  of  this  order  is  required  regardless 
of  the  outcome  of  the  administrative  pro¬ 
ceeding  on  the  additional  provisions  an¬ 
nounced  elsewhere  in  this  issue  of  the 
Federal  Register.  No  objection,  request 
for  hearing,  or  stay  in  respect  to  the 
additional  provisions  will  in  any  way 
affect  the  obligation  to  comply  with  the 
requirements  of  this  order. 

Accordingly,  pursuant  to  provisions  of 
the  Fair  Packaging  and  Labeling  Act 
(secs.  5(0,  6(a),  80  Stat.  1298,  1299;  15 
UJ3.C.  1454, 1455)  and  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  701(e),  52 
Stat  1055  as  amended;  21  UJB.C.  371 
(e)),  and  under  authority  delegated  to 
him  (21  CFR  2.120),  the  Commissioner 
hereby  orders  the  following: 

AH  labeling  for  cosmetic  products 
ordered  after  March  3, 1976  and  all  cos¬ 
metic  product  packages  labeled  after 
September  3, 1976  shall  comply  with  the 
requirements  of  i  701.3  of  the  regulations 
(21  CFR  701.3) ,  except  that  the  effective¬ 
ness  of  |  701.3  is  stayed  insofar  as  It  re¬ 
quires  the  declaration  of  color  ingredi¬ 
ents  by  specific  names  and  Insofar  as  it 
requires  a  declaration  of  ingredients  for 
small  cosmetic  items  customarily  held  or 
displayed  for  sale  in  compartmented 
trays  or  racks. 

Dated:  February  24, 1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

(FR  Doc.75-5331  "lied  2-25-75;  11:21  am] 


PART  740— COSMETIC  PRODUCT 
WARNING  STATEMENTS 

Feminine  Deodorant  Sprays 

The  Commissioner  of  Food  and  Drugs 
is  establishing  a  required  warning  for 
feminine  deodorant  sprays.  In  addition, 
use  of  the  word  “hygiene"  or  other  words 
suggesting  a  medical  usefulness  for  the 
products  is  being  prohibited. 

In  the  Federal  Register  of  June  21, 

1973  (38  FR  16236),  the  Commissioner 
proposed  a  new  1 176.11  regarding  label 
warning  statements  for  feminine  deodor¬ 
ant  sprays.  Pursuant  to  recodification  of 
the  regulations  on  cosmetics  published 
In  the  Federal  Register  of  March  15, 

1974  (39  FR  10054),  {176.11  has  been 
changed  to  {  740.12  (21  CFR  740.12) . 

A  total  of  146  comments  was  received 
from  consumers,  consumer  and  profes¬ 
sional  groups,  industry,  trade  associa¬ 
tions,  and  government  agencies  (federal 
and  local)  in  response  to  the  proposal. 
Seventy  comments  favored  the  proposal. 
Fourteen  comments  opposed  the  pro¬ 
posal.  Fifty-five  comments  did  not  di¬ 
rectly  address  the  proposal,  but  consisted 
for  the  most  part  of  consumer  complaints 
of  adverse  reactions  due  to  the  use  of 
feminine  deodorant  sprays.  These  com¬ 
plaints  were  of  the  same  nature  as  those 
referred  to  In  the  proposal  and  support 


the  Commissioner’s  conclusion  that  a 
warning  statement  is  appropriate  and 
necessary.  The  Commissioner’s  conclu¬ 
sions  are  also  supported  by  a  recent  study 
of  vulvovaginal  complaints,  a  copy  of 
which  is  on  file  in  the  office  of  the  Hear¬ 
ing  Clerk,  Food  and  Drug  Administra¬ 
tion,  Rm.  4-65,  5600  Fishers  Lane,  Rock¬ 
ville,  MD  20852.  Seven  comments  ex¬ 
pressed  neither  approval  nor  disapproval 
of  the  proposal.  Several  comments  re¬ 
quested  modifications,  exemptions,  clari¬ 
fications,  or  additional  requirements.  The 
Issues  raised  and  the  Commissioner’s 
conclusions  are  as  follows : 

1.  One  comment  questioned  the  legality 
of  the  proposed  regulation,  asserting  that 
there  was  no  statutory  authority  for  the 
proposed  regulation  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  and  that 
there  was  no  indication  in  the  legislative 
history  or  elsewhere  that  Congress  in¬ 
tended  to  grant  authority  to  the  Food 
and  Drug  Administration  to  promulgate 
substantive  regulations.  The  comment 
contended  that  section  701(a)  of  the  act 
authorized  only  the  promulgation  of  pro¬ 
cedural  and  Interpretive  regulations. 

The  Commissioner  concludes  that  sec¬ 
tion  701(a)  of  the  act  authorizes  promul¬ 
gation  of  substantive  regulations.  The 
Supreme  Court  recently  reiterated  its 
earlier  holdings  that  similar  language 
in  other  statutes  grants  broad  authority 
to  issue  regulations  reasonably  related 
to  the  purposes  of  the  legislation.  (See 
Mourning  v.  Family  Publications  Service, 
Inc.,  411  U.8.  356  (1973);  see  also  Na¬ 
tional  Petroleum  Refiners  Association  v. 
F.T.C.,  482  F.2d  672  (D.C.  Cir.  1973).) 
The  application  of  this  general  rule  to  the 
Federal  Food,  Drug,  and  Cosmetic  Act  is 
indicated  by  decisions  that  have  upheld 
regulations  issued  under  the  authority 
of  section  701(a).  (See,  e.g.,  Weinberger 
v.  Hynson,  Westcott  &  Dunning,  me.,  412 
UJS.  609  (1973);  National  Nutritional 
Foods  Assh  v.  Weinberger,  No.  74-1738 
(2d  Cir.,  February  3,  1975);  Ciba-Geigy 
Corp.  v.  Richardson,  446  F.2d  466  (2d 
Cir.,  1971).) 

The  feminine  deodorant  spray  regula¬ 
tion  is  directly  related  to  the  purposes  of 
the  act.  Section  601(a)  of  the  act  states 
that  a  cosmetic  shall  be  deemed  to  be 
adulterated  if  it  bears  or  contains  any 
poisonous  or  deleterious  substance  which 
may  render  it  injurious  to  users  under 
the  conditions  of  use  prescribed  in  the 
labeling  or  under  such  conditions  of  use 
as  are  customary  or  usual.  Section  602(a) 
of  the  act  states  that  a  cosmetic  shall  be 
deemed  to  be  misbranded  if  its  labeling 
is  false  or  misleading  in  any  particular, 
and  section  201  (n)  of  the  act  further 
defines  misleading  to  include  the  failure 
to  reveal  In  the  labeling  facts  material 
with  respect  to  consequences  which  may 
result  from  the  use  of  the  article  to  which 
the  labeling  relates  under  the  conditions 
of  use  prescribed  in  the  labeling  thereof 
or  under  such  conditions  of  use  as  are 
customary  or  usual.  The  Commissioner 
therefore  concludes  that  he  is  fully  au¬ 
thorized  to  issue  this  regulation. 

2.  The  consumers  favoring  the  proposal 
generally  reported  adverse  reactions  from 


the  use  of  feminine  deodorant  sprays. 
Several  consumers  and  one  professional 
group  favored  removal  of  these  products 
from  the  market,  but  agreed  to  the  pro¬ 
posed  warning  statement  as  an  alterna¬ 
tive.  Eight  comments  opposing  the  pro¬ 
posal  also  favored  removal.  The  reasons 
for  removal  were  that  these  products 
were  harmful,  provided  no  hygienic  or 
medical  value,  were  unnecessary  or  in¬ 
effective,  or  could  mask  symptoms  of 
health  problems  for  which  a  physician 
should  be  consulted. 

After  careful  review  of  the  comments, 
the  Commissioner  concludes  that  the  re¬ 
ported  adverse  reactions  do  not  demon¬ 
strate  a  health  hazard  which  is  serious 
enough  to  justify  removal  of  these  prod¬ 
ucts  from  the  market,  nor  does  the  Food 
and  Drug  Administration  have  at  present 
sufficient  scientific  evidence  to  support 
such  action.  The  Commissioner  agrees, 
however,  that  these  sprays  offer  no  medi¬ 
cal  usefulness  or  hygienic  benefits,  and, 
in  many  instances,  do  not  adequately 
destroy,  neutralize,  or  mask  unpleasant 
body  odors  so  as  to  be  accurately  labeled 
as  a  deodorant.  The  Commissioner  there¬ 
fore  concludes  that  the  use  of  the  word 
“hygiene”  or  “hygienic”  or  a  similar  word 
or  words  renders  these  products  mis¬ 
branded  under  section  602(a)  of  the  act 
The  use  of  any  word  or  words  which 
represent  or  suggest  that  these  products 
have  a  medical  usefulness  renders  them 
misbranded  under  section  502(a)  of  the 
act  and  renders  them  illegal  new  drugs 
marketed  in  violation  of  section  505  of 
the  act. 

The  Commissioner  further  concludes 
that  a  feminine  deodorant  spray  prod¬ 
uct,  and  for  that  matter  any  cosmetic, 
which  is  labeled  a  “deodorant”  or  whose 
label  uses  words  to  convey  the  same 
meaning  and  which  does  not  effectively 
destroy,  mask,  or  neutralize  unpleasant 
body  odor  when  used  as  directed,  is  mis¬ 
branded  because  its  labeling  is  false  or 
misleading.  The  Commissioner  intends 
to  develop  a  uniform  definition  of  “deo¬ 
dorant,"  which  will  be  published  in  the 
Federal  Register  as  a  proposed  regula¬ 
tion. 

3.  Two  consumers  suggested  that  these 
products  be  reclassified  as  drugs  in  order 
to  make  the  consumer  more  aware  of  pos¬ 
sible  “side  effects.” 

The  Commissioner  concludes  that 
these  products  are  cosmetics  and  not 
drugs  as  those  terms  are  defined  in  the 
act,  provided  no  drug  claims  are  made. 
The  fact  that  these  products  are  classi¬ 
fied  as  cosmetics  under  the  act  in  no 
way  prevents  the  Food  and  Drug  Ad¬ 
ministration  from  requiring  label  warn¬ 
ings  adequate  to  protect  the  public 
health.  The  cautionary  statement  re¬ 
quired  by  the  regulation  fully  informs 
consumers  of  the  possible  adverse  reac¬ 
tions  which  may  result  from  use  of  the 
product.  In  addition,  the  statement  cau¬ 
tions  the  consumer  to  discontinue  use 
when  such  reactions  occur  and  advises 
when  to  consult  a  physician.  Thus,  even 
though  the  Commissioner  has  no  legal 
authority  to  reclassify  these  cosmetics  as 
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drugs,  this  regulation  provides  adequate 
public  protection. 

4.  Several  comments  urged  that  these 
products  be  tested  for  safety  before 
marketing.  ' 

The  Commissioner  agrees  that  these 
products  as  well  as  any  other  cosmetic 
product  should  be  tested  for  safety  before 
marketing.  The  Commissioner  expressed 
this  requirement  in  proposed  1 170.10 
published  in  the  Federal  Register  of 
March  7,  1973  (38  FR  6191),  the  final 
order  on  which  is  published  elsewhere  in 
this  issue  of  the  Federal  Register  (40 
FR  8918)  as  S  740.10. 

5.  Some  comments  urged  that  the 
regulation  include,  in  addition  to  the 
proposed  warning  statement,  a  prohibi¬ 
tion  against  labeling  which  contains  em¬ 
bellishments  or  allusions  to  “miracles” 
or  implications  of  a  health  benefit  to  be 
derived  from  the  use  of  these  sprays. 

The  Commissioner  concludes  that  any 
labeling  statement  of  embellishment  or 
allusion  to  “miracles”  or  implication  of  a 
health  benefit  which  is  false  or  mislead¬ 
ing  would  render  the  product  illegal  as 
misbranded  under  section  602  of  the  act. 
Use  of  any  drug  claim  would,  in  addition, 
render  the  product  a  new  drug. 

6.  One  comment  opposed  to  the  pro¬ 
posal  asserted  that  the  product  did  not 
cause  the  respondent  any  adverse  reac¬ 
tion,  and  there  was  therefore  no  need  for 
the  proposed  label  warning  statements. 

The  Commissioner  concludes  that  the 
lack  of  adverse  reactions  in  some  users 
is  not  a  sufficient  reason  to  abandon  the 
label  warning  statements.  The  preamble 
to  the  proposed  regulation  stated  that 
the  proposed  label  warning  was 
prompted  by  numerous  complaints  from 
consumers  and  physicians  about  adverse 
reactions,  and  many  additional  com¬ 
ments  to  this  effect  were  received  after 
publication  of  the  proposal.  These  re¬ 
ports  of  adverse  reactions  clearly  demon¬ 
strate  the  existence  of  a  problem  despite 
the  favorable  experiences  of  other  users. 

7.  Another  comment  stated  that  the 
replacement  of  harmful  ingredients  with 
safe  ingredients  would  eliminate  the 
need  for  label  warnings. 

The  Commissioner  agrees  that  harm¬ 
ful  ingredients  should  be  replaced  with 
safe  ingredients.  However,  it  is  not  al¬ 
ways  possible  to  determine,  in  advance  of 
actual  use,  which  consumers  will  have  a 
reaction  from  a  particular  ingredient. 
Moreover,  the  use  of  Ingredients  that  are 
safe  when  properly  used  does  not  neces¬ 
sarily  eliminate  the  need  for  label  warn¬ 
ings.  Adverse  reactions  may  also  result 
from  the  unintentional  misuse  of  a  prod¬ 
uct  due  to  a  lack  of  adequate  directions 
for  use  or  a  lack  of  an  appropriate  cau¬ 
tionary  statement  on  the  label.  The  cau¬ 
tionary  statement  established  by  the  reg¬ 
ulation  is  intended  to  alert  the  consumer 
to  such  possible  misuses  of  the  product, 
and  to  indicate  the  type  of  adverse  reac¬ 
tions  that  may  result  from  its  use  or  mis¬ 
use. 

8.  One  comment  objecting  to  the  pro¬ 
posal  asserted  that  the  proposed  labeling 
regulation  did  not  counteract  the  prob¬ 
lems  which  may  result  from  long  term 
use,  such  as  chronic  diseases  which  may 


take  years  to  develop.  It  was  argued  that 
the  Ingredients  in  the  spray  may  pose  a 
real  danger  of  cancer  development  in  the 
vaginal  mucosa,  labial  skin,  and  even  the 
cervix.  The  respondent  cited  an  article 
by  L.  J.  Cr alley  et  al..  Am.  Ind.  Hyg. 
Assoc.  J.,  29:350,  1968,  where  cosmetic 
talcum  powders  are  identified  as  a  source 
of  the  fibers  from  which  may  be  derived 
ferruginous  bodies  observed  in  the  lungs 
of  humans.  The  article  also  stated  that 
the  meaning  of  these  ferruginous  bodies 
is  uncertain. 

The  Commissioner  is  concerned  about 
the  chronic  and  long  term  effects  of  in¬ 
gredients  in  this  as  well  as  any  other 
cosmetic  product,  and  §  740.10,  published 
elsewhere  in  this  issue  of  the  Federal 
Register  (40  FR  8918) ,  provides  that  in¬ 
gredients  shall' be  adequately  substanti¬ 
ated  for  safety  prior  to  marketing.  The 
Commissioner  is  aware  of  the  specific 
problem  of  asbestos,  as  is  demonstrated 
by  notices  published  in  the  Federal  Reg¬ 
ister  of  August  12,  1972  (37  FR  16407), 
and  September  28,  1973  (38  FR  27076) . 
The  data  available  to  the  Commissioner 
at  this  time  do  not  support  the  proposal 
of  a  regulation  governing  talc  in  feminine 
deodorant  sprays  or  other  cosmetics.  If 
future  studies  indicate  the  possibility  of 
any  form  of  chronic  effects  associated 
with  feminine  deodorant  sprays,  the 
Commissioner  will  take  action  to  protect 
consumers  by  direct  court  action  or  by 
the  promulgation  of  appropriate  regula¬ 
tions. 

9.  One  comment  considered  the  state¬ 
ment  “Spray  at  least  8  inches  from  skin.” 
to  be  inane  and  did  not  understand  what 
was  meant  by  the  words  “external  use 
only”. 

The  Commissioner  does  not  agree  that 
the  statement  “Spray  at  least  8  inches 
from  skin,"  is  inane.  This  cautionary 
statement  is  necessary  because  of  the 
possible  chilling,  irritating,  and  damag¬ 
ing  effect  on  the  vulvar  area  by  the 
propellant  when  the  spray  is  used  at  dis¬ 
tances  closer  than  8  inches.  With  respect 
to  the  meaning  of  the  words  “external 
use  only”,  the  Commissioner  believes  that 
it  is  abundantly  clear  that,  this  means 
that  the  product  should  be  used  only  on 
the  external  area  surrounding  the  va¬ 
gina  and  should  not  be  Introduced  into 
the  vagina. 

10.  Three  comments  suggested  in  ef¬ 
fect  that  the  labeling  include  a  state¬ 
ment,  prominently  placed,  that  “This 
product  serves  no  medicinal  or  hygienic 
purpose.” 

Although  the  Commissioner  agrees 
that  this  product  does  not  serve  a  medical 
or  hygienic  purpose,  he  concludes  that 
prohibition  of  the  use  of  such  terms 
would  be  more  effective  and  that  such 
terminology  on  the  label  might  only  con¬ 
fuse  the  consumer.  This  statement  is  also 
true  of  many  other  consumer  products, 
and  not  just  of  this  product. 

11.  One  comment  asserted  that  the 
label  warning  statement  covered  direc¬ 
tions  for  use  and  precautions  under  a  sin¬ 
gle  heading.  The  comment  argued  that 
maximum  effectiveness  would  be  achieved 
if  the  manufacturer  were  given  the  op¬ 
tion  of  either  (a)  separately  displaying 


the  cautionary  statement  and  the  direc¬ 
tions  for  use  or  (b)  including  both  state¬ 
ments  under  a  single  heading  with  the 
word  “Caution”  appearing  after  the  part 
of  the  warning  that  the  comment  re¬ 
garded  as  directions  for  use.  The  com¬ 
ment  suggested  “Spray  externally  only, 
at  least  eight  inches  from  skin,  once 
daily”  or  “Directions  for  use:  For  exter¬ 
nal  use  only.  Spray  at  least  eight  inches 
from  skin,  once  daily”  as  wording  for  the 
directions-for-use  portion. 

The  Commissioner  does  not  agree  that 
maximum  effectiveness  is  achieved  by  al¬ 
lowing  the  manufacturer  the  option  of 
either  listing  separately  certain  portions 
of  the  proposed  label  warning  statement 
as  cautions  and  other  portions  as  direc¬ 
tions  for  use  or  including  both  statements 
under  a  single  paragraph  using  the  lan¬ 
guage  suggested.  The  Commissioner 
realizes  that  certain  phrases  in  the  warn¬ 
ing  statement  are  directions  for  use  but 
advises  that  the  main  objective  of  such 
phrases  is  that  of  a  cautionary  statement. 
“Spray  at  least  8  inches  from  skin”  is  a 
direction  for  use  but  the  objective  is  to 
caution  against  use  of  the  spray  at  dis¬ 
tances  less  than  8  inches  from  the  skin. 
Consequently,  the  Commissioner  con¬ 
cludes  that  the  word  “Caution”  should 
precede  all  parts  of  the  warning  state¬ 
ment.  The  Commissioner  also  concludes 
that  the  suggested  wording  is  less  ef¬ 
fective  than  that  in  the  proposal  in  con¬ 
veying  the  proper  warnings. 

12.  Three  consumers  suggested  the  fol¬ 
lowing  label  warning  statements,  which 
they  felt  would  more  adequately  warn 
consumers  of  the  potential  harmful  ef¬ 
fects  of  these  sprays:  “Contents  can 
cause  itching,  burning  and  infection”,  or 
“May  cause  severe  uterine  bleeding”,  or 
“Feminine  deodorant  sprays  may  be 
harmful”. 

The  Commissioner  does  not  agree  that 
the  suggested  label  warning  statements 
would  be  more  informative  to  the  con¬ 
sumer.  These  statements  may  be  mislead¬ 
ing  since  they  suggest  a  more  frequent  oc¬ 
currence  of  such  adverse  reactions  than 
available  data  indicate.  Further,  the  Food 
and  Drug  Administration  has  received  no 
data  to  indicate  that  these  products  may 
cause  severe  uterine  bleeding. 

13.  One  comment  urged  modification  of 
the  label  warning  statement  by  adding 
“This  product  should  not  be  used  imme¬ 
diately  before  or  after  sexual  inter¬ 
course”,  asserting  that  the  warning  is 
necessary  because  these  sprays  are  ad¬ 
vertised  in  a  manner  which  suggests  a 
value  in  romantic  and  sexual  encounters 
and  because  of  reported  adverse  reac¬ 
tions  by  males.  Another  comment  sug¬ 
gested  adding  “Do  not  use  just  prior  to 
intercourse”,  and  asserted  that  the  cau¬ 
tion  was  necessary  in  view  of  reported 
reactions  by  males  to  these  sprays  and 
because  of  possible  introduction  of  chem¬ 
icals  into  the  vagina. 

The  Commissioner  concludes  that  the 
failure  of  labeling  to  reveal  the  con¬ 
sequences  which  may  result  from  the  use 
of  a  product  under  customary  or  usual 
conditions  of  use  renders  the  product 
misbranded  under  sections  201  (n)  and 
602(a)  of  the  act.  Suggestions  in  adver- 
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Using  contribute  to  consumers’  under¬ 
standing  o f  a  product’s  customary  use, 
particularly  In  the  case  of  a  new  product 
like  feminine  deodorant  spray.  Conse¬ 
quently,  If  a  feminine  deodorant  spray 
is  promoted  for  use  prior  to  sexual  Inter¬ 
course,  product  labeling  must  advise  of 
possible  consequences  of  such  use.  The 
Commissioner  concludes,  however,  that 
insufficient  data  are  available  at  this 
time  to  require  a  warning  related  to 
sexual  Intercourse.  No  Information  was 
presented  to  show  that  such  claims  are 
presently  being  made,  and  there  are  no 
data  to  demonstrate  adverse  reactions 
from  such  use.  If  evidence  of  such  claims 
or  adverse  effects  becomes  available,  the 
Commissioner  will  require  additional 
warnings  or  will  proceed  against  products 
and  manufacturers  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

14.  One  comment  suggested  modifying 
the  proposed  warning  statement  to  in¬ 
clude  “burning  urination”  and  “urinary 
frequency”.  The  warning  with  the  sug¬ 
gested  modification  would  read  in  part 
“•  •  •  If  a  rash,  irritation,  unusual  vag¬ 
inal  discharge,  burning  urination,  or 
urinary  frequency,  or  discomfort  devel¬ 
ops,  discontinue  use  immediately  and 
consult  physician. 

The  Commissioner  concludes  that  the 
proposed  warning  statement  adequately 
reflects  both  the  type  and  degree  of  haz¬ 
ards  involved.  The  incidence  of  urinary 
problems  in  the  reported  adverse  reac¬ 
tions  does  not  justify  placing  undue 
prominence  on  the  symptom  of  “burn¬ 
ing  urination”  or  “urinary  frequency." 

15.  One  comment  requested  deletion  of 
the  following  sentences:  “Use  sparingly 
and  not  more  than  once  dally  to  avoid 
Irritation.  Do  not  use  this  product  with 
a  sanitary  napkin.”  The  comment  as¬ 
serted  that  this  part  of  the  cautionary 
statement  is  unnecessary  for  this  prod¬ 
uct  and  serves  no  useful  purpose. 

Another  comment  objecting  to  the  pro¬ 
posal  suggested  deletion  of  the  phrases 
“use  sparingly”  and  “to  avoid  irritation” 
as  verbiage.  It  also  suggested  deletion  of 
the  sentence  “Do  not  use  this  product 
with  a  sanitary  napkin"  on  the  ground 
that  there  are  no  objective  data  which 
would  support  the  necessity  for  such  a 
warning. 

A  third  comment  suggested  that  the 
cautionary  statement  be  changed  to  read 
in  part:  “Caution:  For  external  use  only. 
Spray  at  least  8  inches  from  skin.  Use 
sparingly  and  not  more  than  once  daily. 
This  product  may  cause  irritation.”  It 
was  suggested  that  use  of  the  product  as 
directed  would  not  eliminate  the  possi¬ 
bility  of  adverse  reactions. 

The  Commissioner  concludes  that  the 
proposed  cautionary  statement  “Use 
sparingly  and  not  more  than  once  dally 
to  avoid  irritation”,  may  be  misleading  in 
that  it  suggests  that  irritation  can  be 
avoided  if  used  sparingly  and  not  more 
than  once  daily.  The  Commissioner  has 
therefore  eliminated  this  portion  from 
the  cautionary  statement.  The  Commis¬ 
sioner  concludes  that  the  recommenda¬ 
tion  for  the  clarifying  sentence  “This 
product  may  cause  irritation”  is  unneces¬ 
sary  in  view  of  the  revised  cautionary 


statement  In  addition,  the  presence  of 
the  cautionary  statement  on  the  label 
alerts  the  consumer  to  the  possibility  of 
adverse  reactions  to  the  product 

The  statement  “Do  not  use  this  prod¬ 
uct  with  a  sanitary  napkin”  has  also 
been  eliminated.  The  Commissioner  re¬ 
mains  concerned  that  misuse  could  lead 
to  increased  risk  to  the  consumer 
through  saturation  of  a  sanitary  napkin 
with  the  product.  Exposure  of  the 
vaginal  area  to  excessive  concentrations 
of  the  product  may  increase  the  possi¬ 
bility  of  irritation.  The  data  available 
to  the  Commissioner  at  this  time  do  not 
support  the  requirement  of  such  a  warn¬ 
ing,  however,  since  the  consumer  com¬ 
plaints  received  do  not  give  sufficient  in¬ 
formation  to  identify  the  cause  of  the 
adverse  reactions.  The  Commissioner 
recognizes  that  feminine  deodorant 
sprays  are  widely  understood  and  pro¬ 
moted  as  being  suitable  for  use  during 
the  menses.  In  such  circumstances,  as 
discussed  in  paragraph  13  of  this 
preamble,  manufacturers  are  obliged  to 
determine  what  adverse  consequences 
may  result  and  to  label  their  products 
accordingly.  If  evidence  of  adverse 
effects  associated  with  sanitary  napkins 
becomes  available,  the  Commissioner 
will  require  an  appropriate  warning  or 
will  proceed  against  products  and  manu¬ 
facturers  under  the  Federal  Food,  Drug, 
and  Cosmetic  Act. 

16.  One  comment  requested  that  prod¬ 
ucts  dispensed  from  a  newly  patented 
dispenser  be  exempt  from  the  proposed 
label  warning,  asserting  that  it  did  not 
discharge  liquefied  gas  propellants  as  is 
the  case  for  aerosolized  dispensers  cur¬ 
rently  in  use.  It  was  argued  that  liquefied 
gas  propellants  (such  as  fluorocarbon 
and  hydrocarbon  compounds)  could 
cause  chilling  or  freezing  of  the 
moistened  skin,  especially  when  sprayed 
from  a  close  distance  to  the  body,  such 
as  2  inches  or  less,  and  that  this  could 
result  in  skin  injuries  such  as  itching, 
inflammation,  and  Infection,  among 
other  discomforts.  The  comment  asserted 
that  the  method  of  discharge  for  this 
newly  patented  dispenser  eliminated  the 
chining  effect  when  this  system  was  used 
for  feminine  deodorant  sprays.  A  num¬ 
ber  of  units  of  the  dispenser  were  filled 
with  feminine  spray  products  and 
several  subjects  tested  the  product  while 
spraying  at  a  distance  of  less  than  1  inch 
from  the  vaginal  area.  It  was  reported 
that  there  were  no  skin  injuries  in  these 
subjects. 

The  Commissioner  is  aware  of  the 
potential  problems  associated  with  the 
application  of  scrap  containing  liquefied 
gas  propellants  when  applied  at  close 
distances  to  sensitive  tissue.  The  Com¬ 
missioner  is  not  aware,  however,  of  any 
scientific  evidence,  nor  has  the  respond¬ 
ent  provided  any,  which  establishes  that 
liquefied  gas  propellants  present  in  aero¬ 
solized  feminine  deodorant  sprays  are 
the  sole  causative  agents  in  the  reported 
adverse  reactions.  For  this  reason,  fem¬ 
inine  deodorant  sprays  which  do  not 
discharge  liquefied  gas  propellant  can¬ 
not  be  exempt  from  the  caution  state¬ 
ment.  However,  the  Commissioner  con¬ 


cludes  that  products  whose  expelled  con¬ 
tents  do  not  contain  a  liquefied  gas 
propellant  (such  as  a  h aloe ar bon  or 
hydrocarbon  propellant)  are  not  likely  to 
cause  a  chilling  or  freezing  effect  on  the 
skin.  The  portion  of  the  caution  state¬ 
ment  which  reads  “Spray  at  least  8 
inches  from  skin”  would  therefore  not  be 
meaningful  for  these  products,  and  the 
regulation  is  revised  accordingly. 

17.  One  comment  urged  that  the  regu¬ 
lation  be  extended  to  any  deodorant 
whose  labeling  recommends  or  implicitly 
suggests  use  in  the  genital  area. 

The  Commissioner  agrees  and  con¬ 
cludes  that  any  deodorant  whose  label¬ 
ing  represents  or  suggests  that  the  prod¬ 
uct  is  for  use  in  the  female  genital  area 
or  for  use  all  over  the  body  will  for  the 
purposes  of  this  regulation  be  consid¬ 
ered  a  feminine  deodorant  spray  and 
subject  to  the  labeling  requirements  of 
this  regulation.  The  regulation  has  been 
changed  accordingly. 

18.  One  comment  contended  that  hex- 
achlorophene  was  responsible  for  the 
adverse  reactions  to  feminine  deodorant 
sprays  and  therefore  these  products 
should  be  banned. 

The  Commissioner  advises  that  ad¬ 
verse  reactions  were  reported  also  on 
products  that  did  not  contain  hexachlo- 
rophene.  Although  some  early  formula¬ 
tions  of  feminine  deodorant  sprays  con¬ 
tained  hexachlorophene  as  an  active 
antimicrobial  agent,  such  use  is  no  longer 
permitted.  Under  the  provisions  of  21 
CFR  3.91,  hexachlorophene  is  permitted 
in  cosmetics  only  as  a  preservative,  and 
it  Is  prohibited  in  cosmetics  that  may 
be  applied  to  mucous  membranes.  Since 
feminine  deodorant  sprays  may  contact 
mucous  membranes  and  do  not  require 
preservatives,  the  use  of  hexachloro¬ 
phene  in  them  is  prohibited. 

19.  One  comment  urged  that  the  warn¬ 
ing  statement  be  revised  to  state  “For 
external  use  only,  but  Internal  penetra¬ 
tion  and  adverse  reactions  such  as  burn¬ 
ing,  itching,  and  urinary  bladder  prob¬ 
lems  may  be  unavoidable  under  recom¬ 
mended  conditions  of  use.”  The  comment 
stated  that  the  label  would  be  mislead¬ 
ing  unless  it  were  made  clear  that  ad¬ 
verse  reactions  may  be  unavoidable. 

The  Commissioner  concludes  that  the 
proposed  warning  statement  adequately 
warns  against  adverse  reactions  and 
recommends  discontinuing  use  when 
such  reactions  occur.  There  are  no  data 
provided  by  the  comment,  and  to  the 
Commissioner’s  knowledge  there  are 
none  available  in  the  literature,  to  show 
that  these  reactions  may  be  unavoid¬ 
able.  The  Commissioner  therefore  con¬ 
cludes  that  the  proposed  warning  state¬ 
ment  adequately  Informs  the  consumer 
of  the  potential  hazards  of  these  prod¬ 
ucts. 

20.  Several  comments  stated  that  this 
warning  statement  should  be  in  a  type 
size  large  enough  to  serve  its  Intended 
purpose. 

The  Commissioner  advises  that  the 
prominence  of  label  warnings  for  cos¬ 
metics  is  set  forth  in  9  740.2.  published 
elsewhere  in  this  issue  of  the  Federal 
Register  (40  FR  8918). 
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21.  One  comment  requested  that  the 
regulation  allow  manufacturers  sufficient 
time  to  use  up  existing  inventory  of 
packaging  materials. 

The  Commissioner  concludes  that  a 
reasonable  time  period  Is  required  to 
prepare  labels  which  comply  with  this 
regulation,  to  obtain  the  new  packaging 
components,  and  to  permit  the  orderly 
disposal  of  existing  stocks.  The  Com¬ 
missioner  also  concludes  that  the  time 
for  introduction  of  this  label  change 
should  be  coordinated  with  the  new  re¬ 
quirement  for  listing  of  Ingredients 
(5  701.3)  and  with  the  requirement  for 
a  warning  statement  on  aerosol  products 
(§  740.11),  which  are  published  else¬ 
where  in  this  issue  of  the  Federal  Reg¬ 
ister  (40  FR  8922) ,  to  preclude  the  ne¬ 
cessity  of  expensive  piecemeal  label  re¬ 
visions,  the  cost  of  which  would  be 
passed  on  to  the  consumer.  All  labeling 
ordered  after  March  3,  1976,  all  products 
labeled  after  September  3,  1976  and  all 
products  initially  introduced  into  inter¬ 
state  commerce  after  September  3,  1977, 
shall  comply  with  this  regulation. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 


Act,  (secs.  201  (n).  601,  602,  701(a),  52 
Stat.  1041  as  amended,  1054-1055  as 
amended;  21  U.S.C.  321(n),  361,  362, 
371  (a) )  and  under  authority  delegated  to 
the  Commissioner  (21  CFR  2.120),  Part 
740  is  amended  by  adding  thereto  the 
following  section : 

§  740.12  Feminine  deodo-ant  sprays, 

(a)  For  the  purpose  of  this  section,  the 
term  “feminine  deodorant  spray”  means 
any  spray  deodorant  product  whose  la¬ 
beling  represents  or  suggests  that  the 
product  is  for  use  in  the  female  genital 
area  or  for  use  all  over  the  body. 

(b)  The  label  of  a  feminine  deodorant 
spray  shall  bear  the  following  statement : 

Caution — For  external  use  only.  Spray 
at  least  8  inches  from  skin.  Do  not  apply 
to  broken,  Irritated,  or  itching  skin.  Per¬ 
sistent,  unusual  odor  or  discharge  may 
indicate  conditions  for  which  a  physician 
should  be  consulted.  Discontinue  use  im¬ 
mediately  if  rash,  irritation,  or  discom¬ 
fort  develops. 

The  sentence  “Spray  at  least  8  inches 
from  skin”  need  not  be  included  in  the 
cautionary  statement  for  products  whose 
expelled  contents  do  not  contain  a  liqui¬ 


fied  gas  propellant  such  as  a  halocarbon 
or  hydrocarbon  propellant. 

(c)  Use  of  the  word  “hygiene”  or  “hy¬ 
gienic”  or  a  similar  word  or  words  ren¬ 
ders  any  such  product  misbranded  under 
section  602  (a)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act.  The  use  of  any  word 
or  words  which  represent  or  suggest  that 
such  products  have  a  medical  usefulness 
renders  such  products  misbranded  under 
section  502(a)  of  the  act  and  illegal  new 
drugs  marketed  in  violation  of  section 
505  of  the  act. 

Effective  date:  All  labeling  ordered 
after  March  3,  1976,  all  products  labeled 
after  September  3, 1976,  and  all  products 
initially  introduced  into  interstate  com¬ 
merce  after  September  3, 1977,  shall  com¬ 
ply  with  this  regulation. 

(Secs.  201  (n).  601,  602,  701(a),  52  Stat.  1041 
as  amended,  1064-1055  as  amended;  21  U.S.C. 
321  (n),  361,  362,  371(a).) 

Dated:  February  24, 1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.75-5329  Filed  2-25-75;  11:21  am] 
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